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Presidential  Documents 


70583 


Title  3— 

The  President 


Presidential  Determination  No.  2009-7  of  November  14,  2008 

Proposed  Agreement  for  Cooperation  Between  the  Govern¬ 
ment  of  the  United  States  of  America  And  the  Government 
of  the  United  Arab  Emirates  Concerning  Peaceful  Uses  of  Nu¬ 
clear  Energy 

Memorandum  for  the  Secretary  of  State  [and]  the  Secretary  of  Energy 

I  have  considered  the  proposed  Agreement  for  Cooperation  Between  the 
Government  of  the  United  States  of  America  and  the  Government  of  the 
United  Arab  Emirates  Concerning  Peaceful  Uses  of  Nuclear  Energy,  along 
with  the  views,  recommendations,  and  statements  of  the  interested  agencies. 

I  have  determined  that  the  performance  of  the  Agreement  will  promote, 
and  will  not  constitute  an  unreasonable  risk  to,  the  common  defense  and 
security.  Pursuant  to  section  123  b.  of  the  Atomic  Energy  Act  of  1954, 
as  amended  (  42  U.S.C.  2153  (b)  ),  I  hereby  approve  the  proposed  Agreement 
and  authorize  the  Secretary  of  State  to  arrange  for  its  execution. 

The  Secretary  of  State  is  authorized  and  directed  to  publish  this  determina¬ 
tion  in  the  Federal  Register. 


THE  WHITE  HOUSE, 
Washington,  November  14,  2008 


(FR  Doc.  E8-27870 
Filed  11-2CM)8;  8;45  am) 
Billing  code  4710-ia-P 
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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 
7  CFR  Part  51 

[Docket#  AMS-FV-2006-01 36;  FV-06-303- 
C] 

United  States  Standards  for  Grades  of 
Potatoes 

AGENCY:  Agricultural  Marketing  Service, 
USDA. 


ACTION:  Correcting  amendments. 

SUMMARY:  The  Agricultural  Marketing 
Service  (AMS)  published  a  final  rule  in 
the  Federal  Register  on  March  21,  2008 
(FR  Doc.  08-1058),  revising  the  United 
States  Standards  of  Grades  of  Potatoes. 
As  published,  the  filial  regulations 
contain  errors  in  §§  51.1545,  51.1546, 
51.1664,  and  51.1565  that  are 
misleading  and  are  in  need  of 
clarification.  This  document  corrects 
those  errors. 

OATES:  Effective  Date:  November  21, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Vincent  J.  Fusaro,  Standardization 
Section,  Fresh  Products  Branch,  Fruit 
and  Vegetable  Programs  (202)  720-2185. 
SUPPLEMENTARY  INFORMATION:  This 
document  provides  correcting 
amendments  to  the  U.S.  Grade 
Standards  for  Grades  of  Potatoes,  found 
respectively  at  7  CFR  part  51. 

Table  1 


List  of  Subjects  in  7  CFR  Part  51 

Agricultural  commodities.  Food 
grades  and  standards.  Fruits,  Nuts, 
Reporting  and  recordkeeping 
requirements.  Trees,  Vegetables. 

PART  51— [CORRECTED] 

■  1.  The  authority  citation  for  part  51 
continues  to  read  as  follows: 

Authority:  7  U.S.C.  1621-1627. 

■  3.  In  §  51.1545,  Table  1  is  revised  to 
read  as  follows: 

§51.1545  Size. 


Size  designation 

Minimum  diameter  ’ 
or  weight 

Maximum  diameter  ^ 
or  weight 

1 

Inches 

1 

Ounces 

Inches 

Ounces 

Creamer  . 

% 

(^) 

15/8 

'  U) 

Chef  . 

2% 

8 

4V2 

28 

Size  A2 . ! . 

1% 

U) 

U) 

U) 

Size  B  . ' . 

IV2 

U) 

2V4 

■  U) 

Small  . 

13/4 

U) 

2V2 

6 

Medium  . 

2V4 

5 

3V4 

10 

Large . 

3 

1  10  ! 

4V2  1 

28 

’  Diameter  means  the  greatest  dimension  at  right  angles  to  the  longitudinal  axis,  without  regard  to  the  position  of  the  stem  end. 

2  In  addition  to  the  minimum  size  specified,  a  lot  of  potatoes  designated  as  Size  A  shall  contain  at  least  40  percent  of  potatoes  which  are  2y2 
inches  in  diameter  or  larger  or  6  ounces  in  weight  or  larger. 

3  No  requirement. 


■  3.  In  §  51.1546,  paragraph  (a)  is 
revised  to  read  as  follows: 

§51.1546  Tolerances. 

■k  -k  it  1c  It 

(a)  For  defects — (1)  U.S.  No.  1.  (i)  At 
Shipping  Point.  A  total  of  8  percent  for 
potatoes  in  any  lot  which  fail  to  meet 
the  requirements  for  the  grade: 

Provided,  that  included  in  this  tolerance 
not  more  than  the  following  percentages 
shall  be  allowed  for  the  defects  listed: 

(A)  5  percent  for  external  defects; 

(B)  5  percent  for  internal  defects; 

(G)  Including  therein  not  more  than  1 
percent  for  potatoes  which  are  frozen  or 
affected  by  soft  rot  or  wet  breakdown. 
See  §51.1547. 


(ii)  En  route  or  at  Destination.  A  total 
of  10  percent  for  potatoes  in  any  lot 
which  fail  to  meet  the  requirements  for 
the  grade:  Provided,  that  included  in 
this  tolerance  not  more  than  the 
following  percentages  shall  be  allowed 
for  the  defects  listed: 

(A)  7  percent  for  external  defects; 

(B)  7  percent  for  internal  defects; 

(G)  Including  therein  not  more  than  2 
percent  for  potatoes  which  are  frozen  or 
affected  by  soft  rot  or  wet  breakdown. 
See  §51.1547. 

(2)  U.S.  Commercial.  A  total  of  20 
percent  for  potatoes  in  any  lot  which 
fail  to  meet  the  requirements  for  the 
grade:  Provided,  that  includfed  in  this 
tolerance  not  more  than  the  following 


percentages  shall  be  allowed  for  the 
defects  listed: 

(i)  10  percent  for  potatoes  which  fail 
to  meet  the  requirements  for  U.S.  No.  2 
grade,  including  therein  not  more  than: 

(ii)  6  percent  for  external  defects; 

(iii)  6  percent  for  internal  defects;  or, 

(iv)  Including  therein  not  more  than  1 
percent  for  potatoes  which  are  frozen  or 
affected  by  soft  rot  or  wet  breakdown. 
See  §51.1547. 

(3)  U.S.  No.  2.  (i)  At  Shipping  Point: 

A  total  of  10  percent  for  potatoes  in  any 
lot  which  fail  to  meet  the  requirements 
for  the  grade:  Provided,  that  included  in 
this  tolerance  not  more  than  the 
following  percentages  shall  be  allowed 
for  the  defects  listed: 

(A)  6  percent  for  external  defects; 
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(B)  6  percent  for  internal  defects; 

(C)  Including  therein  not  more  than  1 
percent  for  potatoes  which  are  frozen  or 
affected  hy  soft  rot  or  wet  breakdown. 

See  §51.1547. 

(ii)  En  route  or  at  Destination:  A  total 
of  12  percent  for  potatoes  in  any  lot 
which  fail  to  meet  the  requirements  for 
the  grade:  Provided,  that  included  in 
this  tolerance  not  more  than  the 

following  percentages  shall  be  allowed 
for  the  defects  listed: 

(A)  8  percent  for  external  defects; 

(B)  8  percent  for  internal  defects; 

(C)  Including  therein  not  more  than  2 
percent  for  potatoes  which  are  frozen  or 
affected  by  soft  rot  or  wet  breakdown. 

See  §51.1547. 

***** 

■  4.  In  §  51.1564,  Table  III,  the  entries 
“Bruises  (Not  including  pressure  bruise 
and  sunken  discolored  areas)”;  “Growth 
Cracks”;  and  “Sprouts”  are  revised  to 
read  as  follows: 

§51.1564  External  Defects. 

***** 

• 

Table  III— External  Defects 

. 

Defect 

Damage 

Serious 

Bruises  (Not  including  pressure  bruise  and 
sunken  discolored  areas). 

When  removal  causes  a  loss  of  more  than  5 
percent  of  the  total  weight  of  the  potato  or 
when  the  area  affected  is  more  than  5  per¬ 
cent  of  the  surface  in  the  aggregate  (i.e.,  % 
inch  on  a  6  oz.  potato).  Correspondingly 
lesser  or  greater  areas  in  smaller  or  larger 
areas. 

When  the  removal  causes  a  loss  of  more  than 
10  percent  of  the  total  weight  of  the  potato 
or  when  the  area  affected  is  more  than  10 
percent  of  the  surface  in  the  aggregate  (i.e., 
1’/4  inches  on  a  2’/2  inch  or  6  oz.  potato). 
Correspondingly  lesser  or  greater  areas  in 
smaller  or  larger  potatoes. 

Growth  Cracks  . 

When  the  growth  crack(s)  affects  more  than 
Va  the  length  of  the  potato  in  the  aggregate 
on  round  varieties  or  more  than  Vs  the 
length  in  the  aggregate  on  long  varieties:  or, 
when  the  depth  is  greater  than  that  as  out¬ 
lined  in  Table  V.  (See  Table  V.). 

When  the  growth  crack(s)  affects  more  than 
%  the  length  of  the  potato  in  the  aggregate 
or  when  the  depth  is  greater  than  that  as 
outlined  in  Table  V.  (See  Table  V.). 

Sprouts . 

When  more  than  5  percent  of  the  potatoes  in 
a  lot  have  sprouts  in  clusters  or  any  indi¬ 
vidual  sprout  more  than  V4  inch  in  length  at 
shipping  point  and  Va  inch  in  length  at  des¬ 
tination. 

When  more  than  10  percent  of  the  potatoes  in 
a  lot  have  sprouts  in  clusters  or  any  indi¬ 
vidual  sprout  more  than  ’/a  inch  in  length  at 
shipping  point  and  1  inch  in  length  at  des¬ 
tination. 

***** 

■  5.  In  §  51.1565,  the  heading  of  Table 

1  is  revised  and  the  entry  “Light  Brown 
Discoloration  (Brown  Center)”  is  revised 
to  read  as  follows; 

§51.1565  [Amended] 

■  • 

•  '  * 

Table  VII— Internal  Defects 

• 

Defects 

Damage 

Serious 

Maximum  allowed 

Maximum  allowed 

Light  Brown  Discoloration  (Brown  Center)  . 

Area  affected  not  to  exceed  that  of  a  circle  Va 
inch  in  diameter  in  a  potato  2Va  inches  in  di¬ 
ameter  or  6  ounces  in  weight.’ 

Area  affected  not  to  exceed  that  of  a  circle  % 
inch  in  diameter  in  a  potato  2’/2  inches  in  di¬ 
ameter  or  6  ounces  in  weight.’ 
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Authority:  7  U.S.C.  1621-1627. 

Dated:  November  12,  2008. 

David  R.  Shipman, 

Administrator,  Agricultural  Marketing 
Service. 

[FR  Doc.  E8-27288  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3410-02-P 

NUCLEAR  REGULATORY 
COMMISSION 

10CFR  Part  72 
[NRC-2008-0568] 

RIN  3150-AI51 

List  of  Approved  Spent  Fuel  Storage 
Casks:  MAGNASTOR  Addition 

AGENCY:  Nuclear  Regulatory 
Commission. 

ACTION:  Direct  final  rule. 

SUMMARY:  The  U.S.  Nuclear  Regulatory 
Commission  (NRC)  is  amending  its 
regulations  to  add  the  NAC 
International  Inc.  (NAC)  MAGNASTOR 
cask  system  to  the  “List  of  Approved 
Spent  Fuel  Storage  Casks.”  This  direct 
final  rule  allows  the  holders  of  power 
reactor  operating  licenses  to  store  spent 
fuel  in  this  approved  cask  system  under 
a  general  license. 

DATES:  The  final  rule  is  effective 
February  4,  2009,  unless  significant 
adverse  comments  are  received  by 
December  22,  2008.  A  significant 
adverse  comment  is  a  comment  where 
the  commenter  explains  why  the  rule 
would  be  inappropriate,  including 
challenges  to  the  rule’s  underlying 
premise  or  approach,  or  would  be 
ineffective  or  unacceptable  without  a 
change.  If  the  rule  is  withdrawn,  timely 
notice  will  be  published  in  the  Federal 
Register. 

ADDRESSES:  You  can  access  publicly 
available  documents  related  to  this 
document  using  the  following  methods; 

Federal  e-Rulemaking  Portal:  Go  to 
http://www.regulations.gov  and  search 
for  documents  filed  under  Docket  ID 
[NRC-2008-05681.  Address  questions 
about  NRC  dockets  to  Carol  Gallagher, 
301-415-5905;  e-mail 
Carol.  GaIIagher@nrc.gov. 

NRC’s  Public  Document  Room  (PDR): 
The  public  may  examine  and  have 
copied  for  a  fee  publicly  available 
documents  at  the  NRC’s  PDR,  Public 
File  Area  0-1 F21,  One  White  Flint  • 
North,  11555  Rockville  Pike,  Rockville, 
Maryland. 

NRC’s  Agencywide  Documents 
Access  and  Management  System 
(ADAMS):  Publicly  available  documents 
created  or  received  at  the  NRC  are 


available  electronically  at  the  NRC’s 
Electronic  Reading  Room  at  http:// 
www'.nrc.gov/reading-rm/adains.html. 
From  this  page,  the  public  can  gain 
entrj'  into  ADAMS,  which  provides  text 
and  image  files  of  NRC’s  public 
documents.  If  you  do  not  have  access  to 
ADAMS  or  if  there  are  problems  in 
accessing  the  documents  located  in 
ADAMS,  contact  the  NRC’s  PDR 
Reference  staff  at  1-800-397-4209,  301- 
415-4737  or  by  e-mail  to 
pdr.resource@nrc.gov.  An  electronic 
copy  of  the  proposed  Certificate  of 
Compliance  (CoC),  technical 
specifications  (TS),  and  preliminary 
safety  evaluation  report  (SER)  can  be 
found  under  ADAMS  Package  Number 
ML082420063. 

CoC  No.  1031,  the  TS,  the  preliminary 
SER,  and  the  environmental  assessment 
are  available  for  inspection  at  the  NRC 
PDR,  11555  Rockville  Pike,  Rockville, 
MD.  Single  copies  of  these  documents 
may  be  obtained  from  Jayne  M. 
McCausland,  Office  of  Federal  and  State 
Materials  and  Environmental 
Management  Programs,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 

DC  20555-0001,  telephone  (301)  415- 
6219,  e-mail 

Jayne.McCausIand@nrc.gov. 

FOR  FURTHER  INFORMATION  CONTACT; 

Jayne  M.  McCausland,  Office  of  Federal 
and  State  Materials  and  Environmental 
Management  Programs,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 

DC  20555-0001,  telephone  (301)  415- 
6219,  e-mail 

Jayne.McCausIand@nrc.gov. 

SUPPLEMENTARY  INFORMATION: 
Background 

Section  218(a)  of  the  Nuclear  Waste 
Policy  Act  of  1982,  as  amended 
(NWPA),  requires  that  “[tjhe  Secretary 
[of  the  U.S.  Department  of  Energy 
(DOE)]  shall  establish  a  demonstration 
program,  in  cooperation  with  the  private 
sector,  for  the  dry  storage  of  spent 
nuclear  fuel  at  civilian  nuclear  power 
reactor  sites,  with  the  objective  of 
establishing  one  or  more  technologies 
that  the  [Nuclear  Regulatory] 
Commission  may,  by  rule,  approve  for 
use  at  the  sites  of  civilian  nuclear  power 
reactors  without,  to  the  maximum 
extent  practicable,  the  need  for 
additional  site-specific  approvals  by  the 
Commission.”  Section  133  of  the  NWPA 
states,  in  part,  that  “[t]he  Commission 
shall,  by  rule,  establish  procedures  for 
the  licensing  of  any  technology 
approved  by  the  Commission  under 
Section  218(a)  for  use  at  the  site  of  any 
civilian  nuclear  power  reactor.” 

To  implement  this  mandate,  the  NRC 
approved  dry  storage  of  spent  nuclear 


fuel  in  NRC-approved  casks  under  a 
general  license  by  publishing  a  final 
rule  in  10  CFR  part  72,  which  added,  a 
new  Subpart  K  within  10  CFR  part  72, 
entitled  ‘.‘General  License  for  Storage  of 
Spent  Fuel  at  Power  Reactor  Sites”  (55 
FR  29181;  July  18,  1990).  This  rule  also 
established  a  new  subpart  L  within  10 
CFR  part  72,  entitled  “Approval  of 
Spent  Fuel  Storage  Casks,”  which 
contains  procedures  and  criteria  for 
obtaining  NRC  approval  of  spent  fuel 
storage  cask  designs. 

Discussion 

This  rule  will  add  the  NAC 
MAGNASTOR  cask  system  to  the  list  of 
approved  spent  fuel  storage  casks  in  10 
CFR  72.214.  Following  the  procedures 
specified  in  10  CFR  72.230  of  subpart  L, 
NAC  submitted  an  application  for  NRC 
approval,  together  with  the  Safety 
Analysis  Report  (SAR)  entitled,  “Final 
Safety  Analysis  Report  for  the 
MAGNASTOR  System.”  The  NRC 
evaluated  the  NAC  submittal  and  issued 
a  preliminary  SER  and  a  proposed  CoC 
for  the  MAGNASTOR  System. 

The  MAGNASTOR  System  is  a 
vertical,  canister-based,  dry  cask  storage 
system  designed  for  interim  storage  of 
up  to  37  pressurized  water  reactor 
(PWR)  spent  fuel  assemblies  or  87 
boiling  water  reactor  (BWR)  spent  fuel 
assemblies.  The  MAGNASTOR  System 
consists  of  a  transportable  storage 
canister  (TSC)  with  welded  closure,  a 
concrete  cask  to  contain  the  canister 
during  the  storage  period,  and  a  transfer 
cask  to  contain  the  TSC  during  loading, 
transfer,  and  unloading  operations.  The 
spent  fuel  assemblies  are  stored  in  the 
TSC.  In  the  storage  configuration,  the 
TSC  is  placed  in  the  central  cavity  of  the 
concrete  cask.  The  concrete  cask 
provides  structural  protection,  radiation 
shielding,  and  internal  airflow  paths 
that  remove  the  decay  heat  from  the 
TSC  contents  by  natural  air  circulation. 
The  other  principal  component  of  the 
MAGNASTOR  System  is  the  transfer 
cask.  The  transfer  cask  provides 
radiation  shielding  and  structural 
protection  for  the  TSC  and  its  spent  fuel 
contents  during  canister  loading  and 
preparation  activities,  and  during 
transfer  of  the  TSC  to,  or  from,  the 

r'onr'i'tito  r'SCK 

The  NRC  finds  that  the  MAGNASTOR 
System,  as  designed  and  when 
fabricated  and  used  under  the 
conditions  specified  in  its  CoC,  meets 
the  requirements  of  10  CFR  part  72. 
Thus,  use  of  the  MAGNASTOR  System, 
as  approved  by  the  NRC,  will  provide 
adequate  protection  of  public  health  and 
safety.  With  this  final  rule,  the  NRC  is 
approving  the  use  of  the  MAGNASTOR 
System  under  the  general  license  in  1 0 
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CFR  part  72,  subpart  K,  by  holders  of 
power  reactor  operating  licenses  under 
10  CFR  part  50.  Simultaneously,  the 
NRC  is  issuing  a  final  SER  and  CoC  that 
will  he  effective  on  Fehrueu-y  4,  2009. 
Single  copies  of  the  CoC  and  SER  are 
available  for  public  inspection  and/or 
copying  for  a  fee  at  the  NRC  Public 
Document  Room,  Public  File  Area  O- 
1F21,  One  White  Flint  North,  11555 
Rockville  Pike,  Rockville,  MD. 

This  direct  final  rule  amends  10  CFR 
72.214  by  adding  CoC  No.  1031  to  the 
list  of  approved  spent  fuel  storage  casks. 

The  MAGNASTOR  System,  when 
used  under  the  conditions  specified  in 
CoC  No.  1031,  the  TS,  and  NRC 
regulations,  will  meet  the  requirements 
of  Part  72;  thus,  adequate  protection  of 
public  health  and  safety  will  continue  to 
be  ensured. 

Discussion  of  Amendments  by  Section 

Section  72.214  List  of  Approved  Spent 
Fuel  Storage  Casks 

CoC  No.  1031  is  added  to  the  list  of 
approved  spent  fuel  storage  casks. 

Procedural  Background 

The  NRC  is  using  the  “direct  final 
rule  procedure”  to  add  CoC  No.  1031  to 
the  list  of  approved  storage  casks 
because  the  NAC  MAGNASTOR  cask 
system  is  considered  to  be  similar  to 
other  previously  approved  storage  casks 
and,  therefore,  is  expected  to  be 
noncontroversial.  Adequate  protection 
of  public  health  and  safety  continues  to 
be  ensured.  This  rule  will  become 
effective  on  February  4,  2009.  However, 
if  the  NRC  receives  significant  adverse 
comments  by  December  22,  2008,  then 
the  NRC  will  publish  a  document  that 
withdraws  this  action  and  will 
subsequently  address  the  comments 
received  in  a  final  rule  as  a  response  to 
the  companion  proposed  rule  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  Absent  significant 
modifications  to  the  proposed  revisions 
requiring  republication,  the  NRC  will 
not  initiate  a  second  comment  period  on 
this  action. 

A  significant  adverse  comment  is  a 
comment  where  the  commenter 
explains  why  the  rule  would  be 
inappropriate,  including  challenges  to 
the  rule’s  underlying  premise  or 
approach,  or  would  be  ineffective  or 
unacceptable  without  a  change.  A 
comment  is  adverse  and  significant  if: 

(1)  The  comment  opposes  the  rule  and 
provides  a  reason  sufficient  to  require  a 
substantive  response  in  a  notice-and- 
comment  process.  For  example,  a 
substantive  response  is  required  when: 

(a)  The  comment  causes  the  NRC  staff 
to  reevaluate  (or  reconsider)  its  position 
or  conduct  additional  analysis; 


(b)  The  comment  raises  an  issue 
serious  enough  to  warrant  a  substantive 
response  to  clarify  or  complete  the 
record;  or 

(c)  The  comment  raises  a  relevant 
issue  that  was  not  previously  addressed 
or  considered  by  the  NRC  staff. 

(2)  The  comment  proposes  a  change 
or  an  addition  to  the  rule,  and  it  is 
apparent  that  the  rule  would  be 
ineffective  or  unacceptable  without 
incorporation  of  the  change  or  addition. 

(3)  The  comment  causes  the  NRC  staff 
to  make  a  change  (other  than  editorial) 
to  the  rule,  CoC,  or  TS. 

Voluntary  Consensus  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  of  1995  (Pub.  L. 
104-113)  requires  that  Federal  agencies 
use  technical  standards  that  are 
developed  or  adopted  by  voluntary 
consensus  standards  bodies  unless  the 
use  of  such  a  standard  is  inconsistent 
with  applicable  law  or  otherwise 
impractical.  In  this  direct  final  rule,  the 
NRC  is  adding  the  NAC  MAGNASTOR 
cask  system  to  the  list  of  NRC-approved 
cask  systems  for  spent  fuel  storage  in  10 
CFR  72.214.  This  action  dqes  not 
constitute  the  establishment  of  a 
standard  that  contains  generally 
applicable  requirements. 

Agreement  State  Compatibility 

Under  the  “Policy  Statement  on 
Adequacy  and  Compatibility  of 
Agreement  State  Programs”  approved  by 
the  Commission  on  June  30,  1997,  and 
published  in  the  Federal  Register  on 
September  3,  1997  (62  FR  46517),  this 
rule  is  classified  as  compatibility 
Category  “NRC.”  Compatibility  is  not 
required  for  Category  “NRC” 
regulations.  The  NRC  program  elements 
in  this  category  are  those  that  relate 
directly  to  areas  of  regulation  reserved 
to  the  NRC  by  the  Atomic  Energy  Act  of 
1954,  as  amended  (AEA),  or  the 
provisions  of  Title  10  of  the  Code  of 
Federal  Regulations.  Although  an 
Agreement  State  may  not  adopt  program 
elements  reserved  to  NRC,  it  may  wish 
to  inform  its  licensees  of  certain 
requirements  via  a  mechanism  that  is 
consistent  with  the  particular  State’s 
administrative  procedure  laws,  but  does 
not  confer  regulatory  authority  on  the 
State. 

Plain  Language 

The  Presidential  Memorandum, 

“Plain  Language  in  Government 
Writing,”  published  June  10,  1998  (63 
FR  31883),  directed  that  the 
Government’s  documents  be  in  clear 
and  accessible  language.  The  NRC 
requests  comments  on  this  direct  final 
rule  specifically  with  respect  to  the 


clarity  and  effectiveness  of  the  language 
used.  Comments  should  be  sent  to  the 
address  listed  under  the  heading 
ADDRESSES,  above. 

Finding  of  No  Significant 
Environmental  Impact:  Availability 

Under  the  National  Environmental 
Policy  Act  of  1969,  as  amended,  and  the 
NRC  regulations  in  subpart  A  of  10  CFR 
part  51,  the  NRC  has  determined  that 
this  rule,  if  adopted,  would  not  be  a 
major  Federal  action  significantly 
affecting  the  quality  of  the  human 
environment  and,  therefore,  an 
environmental  impact  statement  is  not 
required.  The  NRC  has  prepared  an 
environmental  assessment  and,  on  the 
basis  of  this  environmental  assessment, 
has  made  a  finding  of  no  significant 
impact.  The  rule  will  add  the  CoC  for 
the  MAGNASTOR  system,  CoC  No. 
1031,  within  the  list  of  approved  spent 
fuel  storage  casks  that  power  reactor 
licensees  can  use  to  store  spent  fuel  at 
reactor  sites  under  a  general  license. 

The  MAGNASTOR  system  is  a 
vertical,  canister-based,  dry  cask  storage 
system  designed  for  interim  storage  of 
up  to  37  PWR  spent  fuel  assemblies  or 
87  BWR  spent  fuel  assemblies.  The 
MAGNASTOR  system  consists  of  a  TSC 
with  welded  closure,  a  concrete  cask  to 
contain  the  canister  during  the  storage 
period,  and  a  transfer  cask  to  contain 
the  canister  during  loading,  transfer, 
and  unloading  operations.  In  the  storage 
configuration,  the  TSC  is  placed  in  the 
central  cavity  of  the  concrete  cask.  The 
concrete  cask  provides  structural 
protection,  radiation  shielding,  and 
internal  airflow  paths  that  remove  the 
decay  heat  from  the  TSC  contents  by 
natural  air  circulation.  The  other 
principal  component  of  the 
MAGNASTOR  system  is  the  transfer 
cask.  The  transfer  cask  provides 
radiation  shielding  and  structural 
protection  for  the  TSC  and  its  spent  fuel 
contents  during  canister  loading  and 
preparation  activities,  and  during 
transfer  of  the  TSC  to,  or  from,  the 
concrete  cask.  The  environmental 
assessment  and  finding  of  no  significant 
impact  on  which  this  determination  is 
based  are  available  for  inspection  at  the 
NRC  Public  Document  Room,  Public 
File  Area  C)-1F21,  One  White  Flint 
North,  11555  Rockville  Pike,  Rockville, 
MD.  Single  copies  of  the  environmental 
assessment  and  finding  of  no  significant 
impact  are  available  from  Jayne  M. 
McCausland,  Office  of  Federal  and  State 
Materials  and  Environmental 
Management  Programs,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555-0001,  telephone  (301)  415- 
6219,  e-mail 

Jayne. McCausIand@nrc.gpv. 
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Paperwork  Reduction  Act  Statement 

This  direct  final  rule  does  not  contain 
a  new  or  amended  information 
collection  requirement  subject  to  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3501  et  seq.).  Existing 
requirements  were  approved  by  the 
Office  of  Management  and  Budget, 
Approval  Number  3150-0132. 

Public  Protection  Notification 

The  NRC  may  not  conduct  or  sponsor, 
and  a  person  is  not  required  to  respond 
to,  a  request  for  information  or  an 
information  collection  requirement 
unless  the  requesting  document 
displays  a  currently  valid  OMB  control 
number. 

Regulatory  Analysis 

On  July  18,  1990  (55  FR  29181),  the 
Commission  issued  an  amendment  to  10 
CFR  part  72.  The  amendment  provided 
for  the  storage  of  spent  nuclear  fuel  in 
cask  systems  with  designs  approved  by 
the  NRC  under  a  general  license.  Any 
nuclear  power  reactor  licensee  can  use 
cask  systems  with  designs  approved  by 
the  NRC  to  store  spent  nuclear  fuel  if  it 
notifies  the  NRC  in  advance,  the  spent 
fuel  is  stored  under  the  conditions 
specified  in  the  cask’s  CoC,  and  the 
conditions  of  the  general  license  are 
met.  In  that  rule,  four  spent  fuel  storage 
casks  were  approved  for  use  at  reactor 
sites  and  were  listed  in  10  CFR  72.214. 
That  rule  envisioned  that  storage  casks 
certified  in  the  future  could  be  routinely 
added  to  the  listing  in  10  CFR  72.214 
through  the  rulemaking  process. 
Procedures  and  criteria  for  obtaining 
NRC  approval  of  new  spent  fuel  storage 
cask  designs  were  provided  in  10  CFR 
part  72,  subpart  L. 

The  alternative  to  this  action  is  to 
withhold  approval  of  this  new  design 
and  issue  a  site-specific  license  to  each 
utility  that  proposes  to  use  the  casks. 
This  alternative  would  cost  both  the 
NRC  and  utilities  more  time  and  money 
for  each  site-specific  license. 

Conducting  site-specific  reviews  would 
ignore  the  procedures  and  criteria 
currently  in  place  for  the  addition  of 
new  cask  designs  that  can  be  used  under 
a  general  license,  and  would  be  in 
conflict  with  NWPA  direction  to  the 
Commission  to  approve  technologies  for 
the  use  of  speni  fuel  storage  at  the  sites 
of  civilian  nuclear  power  reactors 
without,  to  the  maximum  extent 
practicable,  the  need  for  additional  site 
reviews.  This  alternative  also  would 
tend  to  exclude  new  vendors  from  the 
business  market  without  cause  and 
would  arbitrarily  limit  the  choice  of 
cask  designs  available  to  power  reactor 
licensees.  This  final  rule  will  eliminate 


the  above  problems  and  is  consistent 
with  previous  Commission  actions. 
Further,  the  rule  will  have  no  adverse 
effect  on  public  health  and  safety. 

The  benefit  of  this  rule  to  nuclear 
power  reactor  licensees  is  to  make 
available  a  greater  choice  of  spent  fuel 
storage  cask  designs  that  can  be  used 
under  a  10  CFR  part  50  general  license. 
The  new  cask  vendors  with  casks  to  be 
listed  in  10  CFR  72.214  benefit  by 
having  to  obtain  NRC  certificates  only 
once  for  a  design  that  can  then  be  used 
by  more  than  one  power  reactor 
licensee.  The  NRC  also  benefits  because 
it  will  need  to  certify  a  cask  design  only 
once  for  use  by  multiple  licensees. 

Casks  approved  through  rulemaking  are 
to  be  suitable  for  use  under  a  range  of 
environmental  conditions  sufficiently 
broad  to  encompass  multiple  nuclear 
power  plants  in  the  United  States 
without  the  need  for  further  site-specific 
approval  by  NRC.  Vendors  with  cask 
designs  already  listed  may  be  adversely 
impacted  because  power  reactor 
licensees  may  choose  a  newly  listed 
design  over  an  existing  one.  However, 
the  NRC  is  required  by  its  regulations 
and  NWPA  direction  to  certify  and  list 
approved  casks.  This  rule  has  no 
significant  identifiable  impact  or  benefit 
on  other  Government  agencies. 

Based  on  the  above  discussion  of  the 
benefits  and  impacts  of  the  alternatives, 
the  NRC  concludes  that  the 
requirements  of  the  final  rule  are 
commensurate  with  the  Commission’s 
responsibilities  for  public  health  and 
safety  and  the  common  defense  and 
security.  No  other  available  alternative 
is  believed  to  be  as  satisfactory,  and 
thus,  this  action  is  recommended. 

Regulatory  Flexibility  Certification 

Under  the  Regulatory  Flexibility  Act 
of  1980  (5  U.S.C.  605(b)),  the  NRC 
certifies  that  this  rule  will  not,  if  issued, 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
This  direct  final  rule  affects  only 
nuclear  power  plant  licensees  and  NAC. 
These  entities  do  not  fall  within  the 
scope  of  the  definition  of  “small 
entities’’  set  forth  in  the  Regulatory 
Flexibility  Act  or  the  size  standards 
established  by  the  NRC  (10  CFR  2.810). 

Backfit  Analysis 

The  NRC  has  determined  that  the 
backfit  rule  (10  CFR  72.62)  does  not 
apply  to  this  direct  final  rule  because 
this  rule  does  not  involve  any 
provisions  that  would  impose  backfits 
as  defined  in  10  CFR  Chapter  I. 
Therefore,  a  backfit  analysis  is  not 
required. 


Congressional  Review  Act 

Under  the  Congressional  Review  Act 
of  1996,  the  NRC  has  determined  that 
this  action  is  not  a  major  rule  and  has 
verified  this  determination  with  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget. 

List  of  Subjects  in  10  CFR  Part  72 

Administrative  practice  and 
procedure.  Hazardous  waste.  Nuclear 
materials,  Occupational  safety  and 
health,  Radiation  protection.  Reporting 
and  recordkeeping  requirements. 
Security  measures,  Spent  fuel. 
Whistleblowing. 

■  For  the  reasons  set  out  in  the 
preamble  and  under  the  authority  of  the 
Atomic  Energy  Act  of  1954,  as  amended; 
the  Energy  Reorganization  Act  of  1974, 
as  amended;  the  Nuclear  Waste  Policy 
Act  of  1982,  as  amended;  and  5  U.S.C. 
552  and  553;  the  NRC  is  adopting  the 
following  amendments  to  10  CFR  part 
72. 

PART  72— LICENSING 
REQUIREMENTS  FOR  THE 
INDEPENDENT  STORAGE  OF  SPENT 
NUCLEAR  FUEL,  HIGH-LEVEL 
RADIOACTIVE  WASTE,  AND 
REACTOR-RELATED  GREATER  THAN 
CLASS  C  WASTE 

■  1.  The  authority  citation  for  part  72 
continues  to  read  as  follows:  ^ 

Authority:  Secs.  51,  53,  57,  62,  63,  65,  69, 
81,  161,  182,  183, 184, 186,  187,  189,  68  Stat. 
929,  930,  932,  933,  934,  935,  948,  953,  954, 
955,  as  amended,  sec.  234,  83  Stat.  444,  as 
amended  (42  U.S.C.  2071,  2073,  2077,  2092, 
2093, 2095, 2099,  2111,  2201,  2232,  2233, 
2234,  2236,  2237,  2238,  2282);  sec.  274,  Pub. 
L.  86-373,  73  Stat.  688,  as  amended  (42 
U.S.C.  2021);  sec.  201,  as  amended,  202,  206, 
88  Stat.  1242,  as  amended,  1244,  1246  (42 
U.S.C.  5841,  5842,  5846);  Pub.  L.  95-601,  sec. 
10,  92  Stat.  2951  as  amended  by  Pub.  L.  102- 
486,  sec.  7902,  106  Stat.  3123  (42  U.S.C. 
5851);  sec.  102,  Pub.  L.  91-190,  83  Stat.  853 
(42  U.S.C.  4332);  secs.  131, 132,  133,  135, 

137,  141,  Pub.  L.  97-425,  96  Stat.  2229,  2230, 
2232,  2241,  sec.  148,  Pub.  L.  100-203,  101 
Stat.  1330-235  (42  U.S.C.  10151,  10152, 
10153,  10155,  10157,  10161,  10168);  sec. 
1704,  112  Stat.  2750  (44  U.S.C.  3504  note); 
sec.  651(e),  Pub.  L.  109-58,  119  Stat.  806-10 
(42  U.S.C.  2014,  2021,  2021b,  2111). 

Section  72.44(g)  also  issued  under  secs. 
142(b)  and  148(c).  (d).  Pub.  L.  100-203,  101 
Stat.  1330-232,  1330-236  (42  U.S.C. 

10162(b).  10168(c),(d)).  Section  72.46  also 
issued  under  sec.  189,  68  Stat.  955  (42  U.S.C. 
2239);  sec.  134,  Pub.  L.  97-425,  96  Stat.  2230 
(42  U.S.C.  10154).  Section  72.96(d)  also 
issued  under  sec.  145(g),  Pub.  L.  100-203, 

101  Stat.  1330-235  (42  U.S.C.  10165(g)). 
Subpart  J  also  issued  under  secs.  2(2),  2(15), 
2(19),  117(a),  141(h),  Pub.  L.  97-425,  96  Stat. 
2202,  2203,  2204,  2222.  2244  (42  U.S.C. 
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10101, 10137(a),  10161(h)).  Subparts  K  and  L 
are  also  issued  under  sec.  133,  98  Stat.  2230 
(42  U.S.C.  10153)  and  sec.  218(a),  96  Stat. 
2252  (42  U.S.C.  10198). 

■  2.  In  §  72.214,  Certificate  of 
Compliance  1031  is  added  to  read  as 
follows: 

§  72.21 4  List  of  approved  spent  fuel 
storage  casks. 

1c  "k  1c  ic  1c 

Certificate  Number:  1031. 

Initial  Certificate  Effective  Date:  February 
4,  2009. 

SAR  Submitted  by:  NAC  International,  Inc. 
SAR  Title;  Final  Safety  Analysis  Report  for 
the  MAGNASTOR  System. 

Docket  Number;  72-1031. 

Certificate  Expiration  Date:  February  4, 
2029. 

Model  Number:  MAGNASTOR. 

Dated  at  Rockville,  Maryland,  this  31st  day 
of  October,  2008. 

For  the  Nuclear  Regulatory  Commission. 

R.W.  Borchardt, 

Executive  Director  for  Operations. 

[FR  Doc.  E8-27715  Filed  11-20-08;  8:45  am] 
BIUJNG  COD€  759(M)1-t> 


FEDERAL  RESERVE  SYSTEM 
12CFR  Part  229 

[Regulation  CC;  Docket  No.  R-1339] 

Availability  pf  Funds  and  Collection  of 
Checks 

agency:  Board  of  Governors  of  the 
Federal  Reserve  System. 

ACTION:  Final  rule;  technical 
amendment. 


SUMMARY:  The  Board  of  Governors 
(Board)  is  amending  the  routing  number 
guide  to  next-day  availability  checks 
and  local  checks  in  Regulation  CC  to 
delete  the  reference  to  the  Des  Moines 
office  of  the  Federal  Reserve  Bank  of 
Chicago  and  to  reassign  the  Federal 
Reserve  routing  symbols  currently  listed 
under  that  office  to  the  head  office  of 
the  Federal  Reserve  Bank  of  Chicago. 
These  amendments  reflect  the 
restructuring  of  check-processing 
operations  within  the  Federal  Reserve 
System. 

DATES:  The  final  rule  will  become 
effective  on  January  31,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jeffrey  S.H.  Yegmieh,  Financial  Services 
Manager  (202/728-5801),  or  Joseph  P. 
Baressi,  Financial  Services  Project 
Leader  (202/452-3959),  Division  of 
Reserve  Bank  Operations  and  Payment 
Systems;  or  Sophia  H.  Allison,  Senior 
Counsel  (202/452-3565),  Legal  Division. 
For  users  of  Telecommunications 


Devices  for  the  Deaf  (TDD)  only,  contact 
202/263-4869. 

SUPPLEMENTARY  INFORMATION:  Regulation 
CC  establishes  the  maximum  period  a 
depositary  bank  may  wait  between 
receiving  a  deposit  and  making  the 
deposited  funds  available  for 
withdrawal.^  A  depositary  bank 
generally  must  provide  faster 
availability  for  funds  deposited  by  a 
“local  check”  than  by  a  “nonlocal 
check.”  A  check  is  considered  local  if  it 
is  payable  by  or  at  or  through  a  bank 
located  in  the  same  Federal  Reserve 
check-processing  region  as  the 
depositary  bank. 

Appendix  A  to  Regulation  CC 
contains  a  routing  number  guide  that 
assists  banks  in  identifying  local  and 
nonlocal  banks  and  thereby  determining 
the  maximum  permissible  hold  periods 
for  most  deposited  checks.  The 
appendix  includes  a  list  of  each  Federal 
Reserve  check-processing  office  and  the 
first  four  digits  of  the  routing  number, 
known  as  the  Federal  Reserve  routing 
symbol,  of  each  bank  that  is  served  by 
that  office  for  check-processing 
purposes.  Banks  whose  Federal  Reserve 
routing  symbols  are  grouped  under  the 
same  office  are  in  the  same  check¬ 
processing  region  and  thus  are  local  to 
one  another. 

On  January  31,  2009,  the  Reserve 
Banks  will  transfer  the  check-processing 
operations  of  the  Des  Moines  office  of 
the  Federal  Reserve  Bank  of  Chicago  to 
the  head  office  of  the  Federal  Reserve 
Bank  of  Chicago.^  As  a  result  of  this 
change,  some  checks  that  are  drawn  on 
and  deposited  at  banks  located  in  the 
Des  Moines  and  Chicago  check¬ 
processing  regions  and  that  currently 
are  nonlocal  checks  will  become  local 
checks  subject  to  faster  availability 
schedules.  To  assist  banks  in  identifying 
local  and  nonlocal  checks  and  making 
funds  availability  decisions,  the  Board 
is  amending  the  list  of  routing  symbols 
in  appendix  A  associated  with  the 
Federal  Reserve  Bank  of  Chicago  to 
reflect  the  transfer  of  check-processing 
operations  from  the  Des  Moines  office  to 


’  For  purposes  of  Regulation  CC,  the  term  “bank” 
refers  to  any  depository  institution,  including 
commercial  banks,  savings  institutions,  and  credit 
unions. 

^  The  Reserve  Banks  announced  in  March  2008 
that  the  check-processing  operations  of  the  Des 
Moines  office  would  be  transferred  to  the  head 
office  of  the  Federal  Reserve  Bank  of  Cleveland  in 
the  third  quarter  of  2009.  See  http:// 
www.federaIreserve.gov/newsevents/press/other/ 
20080331a.htm.  Banks  in  the  current  Des  Moines, 
Chicago,  and  Cleveland  check-processing  regions 
should  note  that  the  Federal  Reserve  Banks’  transfer 
of  the  Des  Moines  office’s  check-processing 
operations  to  the  Chicago  head  office  differs  from 
that  announcement.  The  Reserve  Banks  believe  that 
this  arrangement  will  better  ser\'e  the  needs  of 
affected  depository  institutions. 


the  head  office  of  the  Federal  Reserve 
Bank  of  Chicago.  To  coincide  with  the 
effective  date  of  the  underlying  check¬ 
processing  changes,  the  amendments  to 
appendix  A  are  effective  Januctry  31, 
2009.  The  Board  is  providing  notice  of 
the  amendments  at  this  time  to  give 
affected  banks  ample  time  to  make  any 
needed  processing  changes.  Early  notice 
also  will  enable  affected  banks  to  amend 
their  availability  schedules  and  related 
disclosures  if  necessary  and  provide 
their  customers  with  notice  of  these 
changes.^ 

Administrative  Procedure  Act 

The  Board  has  not  followed  the 
provisions  of  5  U.S.C.  553(b)  relating  to 
notice  and  public  participation  in 
connection  with  the  adoption  of  the 
final  rule.  The  revisions  to  appendix  A 
are  technical  in  nature  and  are  required 
by  the  statutory  and  regulatory 
definitions  of  “check-processing 
region.”  Because  there  is  no  substantive 
change  on  which  to  seek  public  input, 
the  Board  has  determined  that  the 
§  553(b)  notice  and  comment  procedures 
are  unnecessary.  In  addition,  the 
underlying  consolidation  of  Federal 
Reserve  Bank  check-processing  offices 
involves  a  matter  relating  to  agency 
management,  which  is  exempt  from 
notice  and  comment  procedures. 

Paperwork  Reduction  Act 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3506; 

5  CFR  1320  Appendix  A.l),  the  Board 
has  reviewed  the  final  rule  under 
authority  delegated  to  the  Board  by  the 
Office  of  Management  and  Budget.  The 
technical  amendment  to  appendix  A  of 
Regulation  CC  will  delete  the  reference 
to  the  Des  Moines  office  of  the  Federal 
Reserve  Bank  of  Chicago  and  reassign 
the  routing  symbols  listed  under  that 
office  to  the  head  office  of  the  Federal 
Reserve  Bank  of  Chicago.  The 
depository  institutions  that  are  located 
in  the  affected  check-processing  regions 
and  that  include  the  routing  numbers  in 
their  disclosure  statements  would  be 
required  to  notify  customers  of  the 
resulting  change  in  availability  under 
§  229.18(e).  However,  all  paperwork 
collection  procedures  associated  with 
Regulation  CC  already  are  in  place,  and 
the  Board  accordingly  anticipates  that 
no  additional  burden  will  be  imposed  as 
a  result  of  this  rulemaking. 

List  of  Subjects  in  12  CFR  Part  229 

Banks,  Banking,  Reporting  and 
recordkeeping  requirements. 


^Section  229.18(e)  of  Regulation  CC  requires  that 
banks  notify  account  holders  who  are  consumers 
within  30  days  after  implementing  a  change  that 
improves  the  availability  of  funds. 
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Authority  and  Issuance 

■  For  the  reasons  set  forth  in  the 
preamble,  the  Board  is  amending  12 
CFR  part  229  to  read  as  follows: 

PART  229— AVAILABILITY  OF  FUNDS 
AND  COLLECTION  OF  CHECKS 
(REGULATION  CC) 

■  1.  The  authority  citation  for  part  229 
continues  to  read  as  follows: 

Authority:  12  U.S.C.  4001-4010, 12  U.S.C. 
5001-5018. 

■  2.  The  Seventh  District  routing 
symbol  list  in  appendix  A  is  revised  to 
read  as  follows: 

Appendix  A  to  Part  229 — Routing 
Number  Guide  to  Next-Day  Availability 
Checks  and  Local  Checks 
★  *  *  *  * 

Seventh  Federal  Reserve  District 
[Federal  Reserve  Bank  of  Chicago] 

Head  Office 


0710 

2710 

0711 

2711 

0712 

2712 

0719 

2719 

0730 

2730 

0739 

2739 

0750 

2750 

0759 

2759 

1040 

3040 

1041 

3041 

1049 

3049 

■k  -k  -k  it  * 

By  order  of  the  Board  of  Governors  of  the 
Federal  Reserve  System,  November  18,  2008. 
Jennifer  J.  Johnson, 

Secretary  of  the  Board. 

[FR  Doc.  E8-27736  Filed  11-20-08;  8:45  am] 
BILLING  CODE  621 0-01 -P 


DEPARTMENT  OF  TRANSPORTATION 
Office  of  the  Secretary 

14  CFR  Part  254 

RIN  2105-AD80 

[Docket  DOT-OST-2008-0332] 

Domestic  Baggage  Liabiiity 

AGENCY:  Department  of  Transportation 
(DOT),  Office  of  the  Secretary  (OST). 
ACTION:  Final  rule. 

SUMMARY:  In  accordance  with 
Department  of  Transportation 
regulations,  this  final  rule  raises  the 
minimum  limit  on  domestic  baggage 
liability  applicable  to  air  carriers  to 
reflect  inflation  since  July  2005,  the 
basis  month  of  the  most  recent  previous 
revision  to  the  liability  limit. 


Regulations  require  that  the  Department 
of  Transportation  periodically  revise  the 
limit  to  reflect  changes  in  the  Consumer 
Price  Index  for  All  Urban  Consumers. 
This  revision  adjusts  the  minimum  limit 
of  liability  from  the  current  amount  of 
$3,000  announced  by  the  Department  in 
January  2007  to  $3,300,  to  take  into 
account  the  changes  in  consumer  prices 
since  the  prior  revision. 

DATES:  Effective  Date:  This  rule  is 
effective  on  December  22,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  Tim 
Kelly,  Aviation  Consumer  Protection 
Division,  Office  of  the  General  Counsel, 
Department  of  Transportation,  1200 
New  Jersey  Ave.,  SE.,  Washington,  DC 
20590,  202-366-5952  (voice),  202-366- 
5944  (fax),  tim.keliy@dot.gov  (e-mail). 
SUPPLEMENTARY  INFORMATION: 

I.  Revision  of  Liability  Limit 

Part  254  of  the  Department’s  rules  (14 
CFR  Part  254)  establishes  minimum 
baggage  liability  limits  applicable  to 
domestic  air  service.  Section  254.6  of 
this  rule  calls  for  the  Department  to 
periodically  review  the  minimum  limit 
of  liability  prescribed  in  Part  254  in 
light  of  changes  in  the  Consumer  Price 
Index  for  All  Urban  Consumers  (CPI-U) 
and  to  revise  the  limit  of  liability  to 
reflect  changes  in  that  index  as  of  July 
of  each  review  year.  Section  254.6 
prescribes  the  use  of  a  specific  formula 
to  calculate  the  revised  minimum 
liability  amount  when  making  these 
periodic  adjustments.  Applying  the 
formula  to  price  index  changes 
occurring  between  July  2006  and  July 
2008,  the  appropriate  inflation 
adjustment  is  $2,500  x  219.96/168.30 
($2,500  X  1.30695];  which  yields 
$3,267.38.  (The  base  amount  of  $2,500 
in  the  formula  was  the  minimum 
liability  limit  in  Part  254  at  the  time  that 
this  biannual  indexing  provision  was 
added  to  the  rule,  219.96  is  the  CPI-U 
for  July  2008,  and  168.30  is  the  CPI-U 
for  1999.)  Section  254.6  requires  us  to 
round  the  adjustment  to  the  nearest 
$100,  or  to  $3,300  in  this  case. 

We  are  also  making  an  editorial 
clarification  to  the  text  describing  the 
“b”  in  the  formula  in  section  254.6.  This 
text  says  that  the  “b”  value  in  the  a/b 
calculation  is  to  be  the  “most  current 
CPI-U  figure  when  final  rule  is  issued.” 
The  “final  rule”  referenced  here  is  the 
1999  rule  that  set  the  limit  at  $2,500  and 
added  this  inflation  adjustment 
procedure.  The  “b”  number  is  therefore 
the  CPI-U  figure  at  the  time  the  1999 
rule  was  issued.  However,  the  language 
in  note  “b”  may  be  subject  to 
misinterpretation  since  this  is  a  nine- 
year-old  number  (at  the  present  time) 
and  yet  the  text  identifies  “b”  as  the 


“most  current”  CPI  figure.  The  text  does 
not  specify  clearly  which  final  rule  is 
being  referred  to — the  1999  rule  that 
added  the  inflation  adjustment 
procedure  or  the  most  recent  inflation 
revision,  although  the  preamble  of  the 
1999  rule  was  clear  with  regard  to  intent 
and  the  two  revisions  since  then  applied 
the  formula  in  line  with  that  intent. 
Consequently,  we  are  revising  the  text 
describing  “b”  to  read  “b  =  the  CPI-U 
figure  in  December  1999  when  the 
inflation  adjustment  provision  was 
added  to  Part  254.”  This  is  merely  an 
editorial  clarification  and  does  not 
change  the  calculation  of  the  liability 
limit. 

11.  Waiver  of  Rulemaking  Procedural 
Requirements 

With  this  final  rule,  we  are  waiving 
the  usual  notice  of  proposed  rulemaking 
and  public  comment  procedures  set 
forth  in  the  Administrative  Procedure 
Act  (APA)  (5  U.S.C.  553).  The  APA 
allows  agencies  to  dispense  with  such 
procedures  on  a  finding  of  good  cause 
when  they  are  impracticable, 
unnecessary  or  contrary  to  the  public 
interest.  We  have  determined  that  under 
5  U.S.C.  553  (b)(3)(B)  good  cause  exists 
for  dispensing  with  the  notice  of 
proposed  rulemaking  and  public 
comment  procedures  for  this  rule.  This 
rulemaking  is  required  by  the  terms  of 
14  CFR  254.6,  as  most  recently  amended 
in  December  1999  (64  FR  70575, 
December  17, 1999)  and  is  simply  a 
ministerial  inflation  update  based  on  a 
formula.  In  addition,  the  editorial 
revision  noted  above  involves  no 
substantive  change.  Accordingly,  we 
find  that  prior  notice  and  comment  are 
unnecessary  and  contrary  to  the  public 
interest,  and  we  are  issuing  these 
revisions  as  a  final  rule. 

Although  this  final  rule  will  become 
effective  on  December  22,  2008,  in  order 
to  avoid  imposing  an  undue  burden,  the 
Department  will  defer  enforcement  of 
the  notice  provision  in  the  rule  (section 
254.5)  as  it  pertains  to  printed  notices 
about  the  new  limit  for  a  reasonable 
time  period  to  allow  carriers  to  replace 
or  update  their  current  paper  ticket 
stock  and  ticket  jackets  or  inserts. 
Electronic  notices  about  the  minimum 
domestic  liability  limit,  including 
notices  that  are  printed  “on  demand” 
from  an  electronic  source  (e.g.,  Web 
sites,  e-mail  messages,  and  airport 
kiosks]  should  be  updated  no  later  than 
the  effective  date  of  this  final  rule. 
Carriers  are  subject  to  enforcement 
action  from  the  effective  date  of  this 
final  rule  if  they  fail  to  provide  notice 
of  the  new  minimum  liability  limit  in 
the  manner  described  above,  or  if  they 
fail  to  apply  the  new  limit. 
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III.  Regulatory  Impact  Statement 

Executive  Order  12866 

This  final  rule  has  been  evaluated  in 
accordance  with  existing  policies  and 
procedures  and  is  considered  not 
significant  under  both  Executive  Order 
12866  and  DOT’S  Regulatory  Policies 
and  Procedures.  The  rule  has  not  been 
reviewed  by  the  Office  of  Management 
and  Budget  (OMB)  under  Executive 
Order  12866.  The  provisions  are 
required  by  current  regulatory  language, 
without  interpretation. 

Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act  of  1980 
(5  U.S.C.  601-612)  requires  an 
assessment  of  the  impact  of  proposed 
and  final  rules  on  small  entities  unless 
the  agency  certifies  that  the  proposed 
regulation  will  not  have  a  significemt 
economic  impact  on  a  substantial 
number  of  small  entities.  This  revision 
of  14  CFR  Part  254  provides  for  a 
periodic  inflation  adjustment  to  the 
amount  of  the  minimum  limit  on 
baggage  liability  that  air  carriers  may 
incur  in  cases  of  mishandled  baggage.  It 
will  pose  minor  additional  costs  only  in 
those  instances  in  which  carriers  lose, 
damage  or  delay  baggage  and  where  the 
amount  of  the  passenger’s  claim  in  those 
instances  exceeds  the  old  minimum 
liability  limit  of  $3,000.  The  maximum 
potential  impact  in  those  instances  is 
$300  on  each  such  claim.  Reports  filed 
each  month  with  the  Department  by 
airlines  that  each  account  for  at  least 
one  percent  of  total  domestic  scheduled- 
service  passenger  revenues  show  that,  at 
the  present  time,  less  than  five  percent 
of  all  domestic  passengers  experience  a 
mishandled  bag.  That  percentage  has 
been  trending  downward  throughout 
this  year,  possibly  as  a  result  of  fees  for 
checked  bags  imposed  by  many  airlines 
beginning  this  year.  Most  of  the 
instances  of  mishandled  baggage 
represented  in  the  reports  to  DOT  do  not 
result  in  a  claim  in  an  amount  that  is 
affected  by  the  liability  limit  in  this 
rule.  In  addition,  this  revision  affects 
only  flight  segments  operated  with  large 
aircraft  and  other  flight  segments 
appearing  on  the  same  ticket  as  a  large- 
aircraft  segment.  As  a  result,  many 
operations  of  small  entities,  such  as  air 
taxis  and  many  commuter  air  carriers, 
are  not  covered  by  the  rule.  Moreover, 
any  additional  costs  for  small  entities 
associated  with  the  rule  should  be 
minimal  and  may  be  covered  by 
insurance.  Accordingly,  we  certify  that 
this  action  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 


Paperwork  Reduction  Act 

This  final  rule  imposes  no  new 
reporting  or  recordkeeping  requirements 
necessitating  clearance  by  OMB. 

List  of  Subjects  in  14  CFR  Part  254 

Air  carriers.  Administrative  practice 
and  procedure.  Consumer  Protection, 
Department  of  Transportation. 

■  Accordingly,  the  Department  of 
Transportation  amends  14  CFR  part  254 
as  follows: 

PART  254— DOMESTIC  BAGGAGE 
LIABILITY 

■  1.  The  authority  citation  for  part  254 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  40113,  41501,  41504, 
41510,  41702  and  41707. 

§254.4  [Amended] 

■  2.  Section  254.4  is  amended  by 
removing  “$3,000”  and  adding  “$3,300” 
in  its  place. 

§254.5  [Amended] 

■  3.  Section  254.5(b)  is  amended  by 
removing  “$3,000”  and  adding  “$3,300” 
in  its  place. 

■  4.  Section  254.6  is  amended  by 
revising  the  last  sentence  in  the  formula 
to  read  as  follows: 

§  254.6  Periodic  adjustments. 

*  *  it  It  * 

b  =  the  CPI-U  figure  in  December 
1 999  when  the  inflation  adjustment 
provision  was  added  to  Part  254. 

Issued  in  Washington,  DC  on  November  14, 
2008. 

Michael  W.  Reynolds, 

Acting  Assistant  Secretary  for  Aviation  and 
International  Affairs. 

[FR  Doc.  E8-27772  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4910-9X-P 


DEPARTMENT  OF  TRANSPORTATION 
Office  of  the  Secretary 

14  CFR  Part  383 

[Docket  No.  DOT-OST-2008-0333] 

RIN  2105-AD77 

Civil  Penalties 

AGENCY:  Department  of  Transportation 
(DOT),  Office  of  the  Secretary  (OST). 
ACTION:  Final  rule. 

SUMMARY:  This  rule  raises  the  maximum 
civil  penalties  that  can  be  assessed  as  a 
result  of  DOT  aviation  enforcement 
actions  for  violations  of  certain 
economic  provisions  of  U.S.C.  Title  49. 
This  inflation  adjustment  is  required  by 


the  Federal  Civil  Penalties  Inflation 
Adjustment  Act  of  1990  and  the  Debt 
Collection  Improvement  Act  of  1996. 
DATES:  Effective  Date:  This  rule  is 
effective  December  22,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nicholas  Lowry,  Senior  Attorney,  Office 
of  Aviation  Enforcement  and 
Proceedings  (C-70),  Department  of 
Transportation,  1200  New  Jersey  Ave., 
SE..  Washington,  DC  20590,  (202)  366- 
9349. 

SUPPLEMENTARY  INFORMATION: 

The  Federal  Civil  Penalties  Inflation 
Adjustment  Act  of  1990  (Pub.  L.  101- 
410)  provides  a  detailed  formula  on  how 
federal  monetary  civil  penalties  should 
be  adjusted  for  inflation.  The  Debt 
Collection  Improvement  Act  of  1996 
(Pub.  L.  104-134,  sec.  31001)  requires 
each  agency  to  adjust  monetary  civil 
penalties  within  its  jurisdiction  at  least 
once  every  four  years.  The  adjustment  is 
based  on  changes  to  the  Consumer  Price 
Index  All  Urban  Consumers  (CPI-U)  of 
the  prior  year.  The  1996  Act  further 
provides  that  if  an  inflation  adjustment 
has  never  been  applied  to  a  civil 
monetary  penalty  amount,  the  first 
increase  to  the  maximum  penalty 
cannot  be  more  than  ten  percent  of  the 
original  amount. 

The  civil  penalty  amounts  at  issue 
here,  relating  to  certain  violations  of 
aviation  economic  regulations  and 
statutes,  were  last  set  by  Vision  100 — 
Century  of  Aviation  Reauthorization  Act 
(Pub.  L.  108-176;  117  Stat.  2490, 
December  12,  2003).  This  final  rule 
updates  some  (but  not  all)  of  the  civil 
penalties  based  on  the  increase  in  the 
CPI-U  from  June  2003  to  June  2007  (an 
inflation  factor  of  1.13)  to  the  civil 
penalties  of  the  Vision  100 — Century  of 
Aviation  Reauthorization  Act  (Pub.  L. 
1088-176;  117  Stat.  2490,  December  12, 
2003).  As  a  result,  the  current  general 
penalty  amount  is  raised  from  $25,000 
to  $27,500. 

The  current  $1,100  general  civil 
penalty  for  small  businesses  and 
individuals  is  not  changed,  however, 
because  the  1990  Act  provides  that  if 
the  current  unadjusted  penalty  is  greater 
than  $1,000  and  less  than  or  equal  to 
$10,000,  the  penalty  increase  should  be 
rounded  to  tbe  nearest  multiple  of 
$1,000. 

14  CFR  Part  383  currently  allows 
small  businesses  and  individuals  to  be 
assessed  higher  penalties  for  particular 
specific  aviation  law  provision.  Because 
of  the  rounding  provisions  of  the 
Federal  Civil  Penalties  Inflation 
Adjustment  Act  of  1990,  only  two  of 
those  three  maximum  penalties 
applicable  to  small  businesses  and 
individuals  are  being  changed  by  this 
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rule.  First,  this  final  rule  increases  the 
current  $10,000  civil  penalty  amount  to 
$11,000  for  violations  of  most 
provisions  of  Chapter  401,  including  the 
anti-discrimination  provisions  of 
section  401217  (general  provision)  and 
41705  (discrimination  against  the 
disabled),  and  rules  and  orders  issued 
under  those  provisions.  Second,  this 
final  rule  raises  the  current  $5,000  civil 
penalty  amount  to  $5,500  for  violations 
of  section  41719  regarding  essential  air 
service  and  consumer  protection  rules 
or  orders  issued  under  that  section.  The 
current  maximum  civil  penalty  of 
$2,500  for  violations  of  section  41712 
(unfair  and  deceptive  practices  and 
unfair  methods  of  competition)  is  not 
being  raised  because  of  the  rounding 
provision  discussed  above.  Finally,  the 
final  rule  makes  a  number  of  non¬ 
substantive  editorial  changes  for  clarity. 

Regulatory  Analyses  and  Notices 

The  Administrative  Procedure  Act 
(APA)  (5  U.S.C.  553)  provides  an 
exception  to  the  notice  and  comment 
procedures  when  an  agency  finds  there 
is  good  cause  for  dispensing  with  such 
procedures  when  they  are 
impracticable,  unnecessary  or  contrary 
to  the  public  interest.  We  find  that 
under  5  U.S.C.  553(b)(3)(B)  good  cause 
exists  for  dispensing  with  the  usual 
requirements  for  notice  and  public 
comment.  This  rulemaking  is  a 
ministerial  action  required  the  Debt 
Collection  Improvement  Act  of  1996 
and  the  Federal  Civil  Penalties  Inflation 
Adjustment  Act  of  1990.  It  is  based  on 
a  statutory  formula.  Accordingly,  we 
find  that  opportunity  for  notice  and 
comment  is  unnecessary  and  contrary  to 
the  public  interest,  and  we  are  issuing 
these  updates  as  a  final  rule. 

Executive  Order  12866 

This  final  rule  has  been  evaluated  in 
accordance  with  existing  policies  and 
procedures  and  is  considered  not 
significant  under  Executive  Order  12866 
or  DOT’S  Regulatory  Policies  and 
Procedures.  The  rule  has  not  been 
reviewed  by  the  Office  of  Management 
and  Budget  (OMB)  under  Executive 
Order  12866.  The  provisions  are 
required  by  current  regulatory  language, 
without  interpretation. 

Regulatory  Flexibility  Act 

In  addition,  we  must  prepare  a 
regulatory  flexibility  analysis  that  is 
consistent  with  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601-602) 
unless  we  certify  that  a  regulation  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  In  this  case  the  revision  of  the 
civil  penalty  amounts  will  raise 


potential  penalties  for  all  aviation 
businesses:  however,  there  are  special 
reduced  penalties  for  individuals  and 
small  businesses  with  regard  to  specific 
kinds  of  violations.  With  respect  to  two 
categories  of  violations  committed  by 
small  businesses  and  individuals,  the 
inflation  adjustment  results  in  no 
change.  Those  two  categories  are  the 
general  civil  penalty  amount  of  $1,100 
and  civil  penalty  of  $2,500  for  violations 
of  49  U.S.C.  41712,  prohibiting  unfair 
and  deceptive  business  practices  and 
unfair  methods  of  competition.  A  third 
category  of  penalty  applicable  to  small 
businesses,  for  violations  of  49  U.S.C. 
41719,  does  increase  from  $5,000  to 
$5,500  as  a  result  of  the  inflation 
adjustment  made  by  this  rulemaking. 
Violations  of  this  provision,  having  to 
do  with  essential  air  service 
requirements,  are  rare  and  should  affect 
few,  if  any,  small  businesses.  Violations 
of  most  provisions  of  Chapter  401 
increase  from  $10,000  to  $11,000.  The 
aggregate  economic  impact  of  this 
rulemaking  on  small  entities  should  be 
minimal.  Therefore,  we  certify  that  this 
final  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities,  and  that  a 
regulatory  flexibility  analysis  is  not 
required  for  this  rulemaking. 

Paperwork  Reduction  Act 

This  final  rule  imposes  no  new 
reporting  or  record  keeping 
requirements  necessitating  paperwork 
clearance  by  OMB. 

Unfunded  Mandates  Reform  Act  of  1995 

OST  has  determined  that  the 
requirements  of  Title  II  of  the  Unfunded 
Mandates  Reform  Act  of  1995,  as 
amended,  do  not  apply  to  this 
rulemaking. 

List  of  Subjects 
14  CFR  Part  383 

Administrative  practice  and 
procedures;  Penalties. 

■  Accordingly,  the  Department  of 
Transportation  revises  14  CFR  part  383 
to  read  as  follows: 

PART  383— CIVIL  PENALTIES 

Sec. 

383.1  Purpose  and  Periodic  Adjustment. 

383.2  Amount  of  Penalty. 

Authority:  Sec.  503,  Public  Law  108-176, 
117  Stat.  2490;  Public  Law  101-410,  104  Stat. 
890;  Public  Law  104-134,  §  31001. 

§  383.1  Purpose  and  Periodic  Adjustment. 

(a)  Purpose.  This  part  adjusts  the  civil 
penalty  liability  amounts  prescribed  in 
49  U.S.C.  46301(a)  for  inflation  in 


accordance  with  the  Acts  cited  in 
paragraph  (b)  of  this  section. 

(b)  Periodic  Adjustment.  DOT  will 
periodically  adjust  the  maximum  civil 
penalties  set  forth  in  49  U.S.C.  46301 
and  this  part  as  required  by  the  Federal 
Civil  Penalties  Inflation  Adjustment  Act 
of  1990  and  the  Debt  Collection 
Improvement  Act  of  1996. 

§  383.2  Amount  of  penalty. 

Civil  penalties  payable  to  the  U.S. 
Government  for  violations  of  Title  49, 
Chapters  401  through  421,  pursuant  to 
49  U.S.C.  46301(a),  are  as  follows: 

(a)  A  general  civil  penalty  of  not  more 
than  $27,500  (or  $1,100  for  individuals 
or  small  businesses)  applies  to 
violations  of  statutory  provisions  and 
rules  or  orders  issued  under  those 
provisions,  other  than  those  listed  in 
paragraph  (b)  of  this  section,  [see  49 
U.S.C.  46301(a)(1)); 

(b)  With  respect  to  small  businesses 
and  individuals,  notwithstanding  the 
general  $1,100  civil  penalty,  the 
following  civil  penalty  limits  apply: 

(1)  A  maximum  civil  penalty  of 
$11,000  applies  for  violations  of  most 
provisions  of  Chapter  401,  including  the 
anti-discrimination  provisions  of 
sections  40127  (general  provision),  and 
41705  (discrimination  against  the 
disabled)  and  rules  and  orders  issued 
thereunder  (see  49  U.S.C.  46301(a)(5) 
(A)); 

(2)  A  maximum  civil  penalty  of 
$5,500  applies  for  violations  of  section 
41719  and  rules  and  orders  issued 
thereunder  (see  49  U.S.C. 

46301(a)(5)(C)):  and 

(3)  A  maximum  civil  penalty  of 
$2,500  applies  for  violations  of  section 
41712  or  consumer  protection  rules  or 
orders  (see  49  U.S.C.  46301(a)(5)(D)). 

Issued  in  Washington,  DC  on  November  14, 
2008. 

Mary  E.  Peters, 

Secretary. 

(FR  Doc.  E8-27774  Filed  11-20-08;  8:45  am] 
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raised  by  the  firefighting  community 
regarding  high-visibility  safety  apparel. 
Due  to  imminent  safety  implications  to 
firefighters,  the  FHWA  has  determined 
that  there  is  good  cause  under  the 
Administrative  Procedure  Act  to 
dispense  with  notice  and  opportunity 
for  comment  as  it  would  he  contrary  to 
the  public  interest.  Therefore,  we  are 
issuing  an  Interim  Final  Rule,  effective 
immediately,  pursuant  to  the 
Administrative  Procedure  Act,  and 
revising  FHWA  regulations  accordingly. 
DATES:  Effective  Date:  This  rule  is 
effective  November  24,  2008. 

ADDRESSES:  Mail  or  hand  deliver 
comments  to  Docket  Management 
Facility:  U.S.  Department  of 
Transportation,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590- 
0001,  submit  comments  electronically  at 
http:/ /xvww.regulations.gov,  or  fax 
comments  to  (202)  493-2251. 

All  comments  should  include  the 
docket  number  that  appears  in  the 
heading  of  this  document.  All 
comments  received  will  be  available  for 
examination  and  copying  at  the  above 
address  from  9  a.m.  to  5  p.m.,  e.t., 
Monday  through  Friday,  except  Federal 
holidays.  Those  desiring  notification  of 
receipt  of  comments  must  include  a  self- 
addressed,  stamped  postcard  or  may 
print  the  acknowledgment  page  that 
appears  after  submitting  comments 
electronically.  Anyone  is  able  to  search 
the  electronic  form  of  all  comments  in 
any  one  of  our  dockets  by  the  name  of 
the  individual  submitting  the  comment 
(or  signing  the  comment,  if  submitted 
on  behalf  of  an  association,  business,  or 
labor  union).  You  may  review  the  DOT’s 
c;omplete  Privacy  Act  Statement  in  the 
Federal  Register  published  on  April  tl, 
2000  (Volume  65,  Number  70,  Pages 
19477-78)  or  you  may  visit  http:// 
DocketsInfo.dot.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

technical  information:  Mr.  Hari  Kalla, 
Office  of  Transportation  Operations, 
(202)  366-5915.  For  legal  information: 
Mr.  Raymond  Cuprill,  Office  of  Chief 
Counsel,  (202)  366-0791,  Federal 
Highway  Administration,  1200  New 
Jersey  Avenue,  SE.,  Washington,  DC 
20590-0001.  Office  hours  are  from  7:45 
a.m.  to  4:15  p.m.,  e.t.,  Monday  through 
Friday,  except  Federal  holidays. 
SUPPLEMENTARY  INFORMATION: 

Electronic  Access  and  Filing 

You  may  submit  or  retrieve  comments 
online  through  the  Federal  oRulemaking 
portal  at  http://www.regulations.gov.  It 
is  available  24  hours  each  day,  365  days 
each  year.  Please  follow  the  instructions 
t)nline  for  more  information  and  help. 


An  electronic  copy  of  this  document 
may  also  he  downloaded  by  accessing 
the  Office  of  the  Federal  Register’s  home 
page  at:  http://wx\’vx'.archives. gov  and  the 
Government  Printing  Office’s  Web  page 
at:  http ://www. access. gpo.gov/n ara . 

Background 

In  this  IFR,  the  FHWA  is  revising 
existing  regulations  to  address  safety 
concerns  raised  by  the  firefighting 
community.  On  April  24,  2006,  at  71  FR 
20925,  the  FHWA  published  a  Notice  of 
Proposed  Rulemaking  (NPRM) 
proposing  to  require  the  use  of  high- 
visibility  safety  apparel  for  workers  wbo 
work  within  the  Federal-aid  highway 
rights-of-way.  This  regulation 
implemented  section  1402  of  the  Safe, 
Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for 
Users  (SAFETEA-LU)  (Pub.  L.  109-59; 
August  10,  2005),  which  directed  the 
Secretary  of  Transportation  to,  within  1 
year,  issue  regulations  to  decrease  the 
likelihood  of  worker  injury  and 
maintain  the  free  flow  of  vehicular 
traffic  by  requiring  workers  whose 
duties  place  them  on  or  in  close 
proximity  to  a  Federal-aid  highway  to 
wear  high-visibility  safety  apparel.  The 
proposed  definition  of  “worker” 
included  any  person  on  foot  whose 
duties  place  them  within  the  right-of- 
way  of  a  Federal-aid  highway,  such  as 
highway  construction  and  maintenance 
forces,  survey  crew’s,  utility  crews, 
responders  to  incidents,  including  law 
enforcement  personnel,  within  the 
highway  right-of-way  of  a  Federal-aid 
highway.  “High-visibility  safety 
apparel”  was  defined  as  any  garment 
meeti.ng  the  American  National 
Standards  Institute  (ANSI)  107-2004 
Class  2  or  3  standard. 

The  comment  period  for  the  NPRM 
closed  on  June  23,  2006.  The  FHWA 
received  117  letters,  which  were 
submitted  to  the  docket,  containing  over 
300  individual  comments  submitted  by 
State  and  local  law  enforcement 
agencies.  State  departments  of 
transportation,  city  and  county 
government  agencies,  consulting  firms, 
private  industry,  associations,  other 
organizations,  and  individual  private 
citizens.  The  FHWA  did  not  receive  any 
comments  from  the  firefighting 
community  either  in  support  of  or  in 
opposition  to  the  proposed  regulations. 
Many  of  the  comments  received  from 
the  law  enforcement  community, 
including  one  from  the  International 
Association  of  Chiefs  of  Police, 
requested  an  exception  for  law 
enforcement  personnel  engaged  in  law 
enforcement  activities,  as  opposed  to 
traffic  control  type  activities.  The  law 
enforcement  community  commenters 


contended  that  an  officer  wearing  a 
high-visibility  garment  would  stand  out 
in  situations  where  the  additional 
conspicuity  could  be  hazardous  for  the 
officer.  The  intent  of  the  regulation  was 
to  improve  the  safety  of  workers  by 
providing  increased  visibility  to 
approaching  motorists  and  construction 
traffic,  not  to  place  an  officer  in  a  more 
dangerous  position  during  enforcement 
activities.  Therefore,  the  FHWA  agreed 
with  the  recommendation  from  the 
International  Association  of  Chiefs  of 
Police  and  provided  an  exception  for 
law  enforcement  personnel  in  the  Final 
Rule. 

On  November  24,  2006,  at  72  FR 
67792,  the  Final  Rule  establishing  23 
CFR  part  634  was  published  in  the 
Federal  Register.  A  compliance  date  of 
November  24,  2008,  was  established  to 
provide  a  2-year  phase-in  period.  During 
this  period,  the  firefighting  community 
became  aware  of  the  regulation  and  the 
implications  for  their  operations.  Many 
of  the  letters  that  the  FHWA  has 
received  from  the  firefighting 
communit}'  during  the  phase-in  period 
indicate  support  of  the  regulation  in 
general,  but  raise  concerns  about 
situations  where  the  requirement  to 
wear  a  high-visibility  garment  could 
cause  operational  problems  for 
firefighters  and  could  result  in 
decreased  safety  for  individual 
firefighters.  During  the  NPRM  comment 
period,  an  equipment  manufacturer 
commented  that,  due  to  the  competing 
hazards  that  exist  for  workers,  such  as 
heat  and  flame,  the  FHWA  should 
consider  incorporating  worker 
categories,  or  at  a  minimum,  exempt  fire 
services  responders,  and  instead 
encourage  best  practices  in  the  use  of 
high-visibility  apparel  in  emergency 
situations  in  accordance  with  hazard 
assessments  or  specific  environments. 

In  response,  in  the  preamble  for  the 
Final  Rule,  the  FHWA  indicated,  “If  an 
agency  determines  that  the  material 
must  he  fire  resistant,  it  can  include  a 
provision  in  the  specification  for  the 
garments  that  they  purcha.se.”  It  appears 
that,  a  material  that  meets  the 
fluorescent  color  of  the  ANSI  107-2004 
standard  and  is  heat-  and  flame-resistant 
to  the  degree  required  by  firefighters 
and  the  National  Fire  Protection 
Association  (NFPA)  standards  has  not 
heen  developed.  Therefore,  it  is  possible 
that,  by  complying  with  23  CFR  part 
634,  a  firefighter  wearing  a  high- 
visibility  garment  could  be  at  a  greater 
risk  of  injury. 

The  firefighting  community  has  also 
identified  issues  related  to  the  amount 
of  other  personal  protection  equipment 
(PPE)  required  for  firefighters  in 
situations  where  high  heat  or  flames  are 
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present.  In  addition  to  the  “turnout 
gear”  worn  by  most  firefighters  required 
by  a  NFPA  1971  standard,  they  are  often 
required  to  wear  a  Self-Contained 
Breathing  Apparatus.  Requiring  the  use 
of  the  high-visibility  garment  as  the 
outer  layer  of  a  firefighter’s  apparel  in 
such  situations  would  not  be  practical. 
Additionally,  the  firefighting 
community  contends  that  wearing  a 
garment  outside  the  turnout  gear  could 
create  a  snag  hazard  in  the  extraction 
operations  at  some  incident  scenes.  This 
"could  hinder  the  operations  and 
decrease  safety  for  a  firefighter. 

In  certain  situations,  such  as 
responding  to  incidents  on  the  roadway, 
firefighters  and  other  emergency 
personnel  must  consider  competing 
hazards.  Conflicting  regulations  to  23 
CFR  part  634  may  also  exist.  For 
example,  the  NFPA  standards  specify 
the  type  of  PPE  that  firefighters  must 
wear  based  on  the  different  conditions 
they  encounter.  The  Occupational 
Safety  and  Health  Association 
regulations  also  require  employers  to 
complete  and  certify  PPE  Hazard 
Assessments  that  identify  all  job 
hazards  and  the  correct  PPE  for  workers 
to  wear  when  engaged  in  work  duties. 
While  these  regulations  do  not  always 
conflict  with  23  CFR  part  634,  certain 
conditions  where  they  do  so  may  exist. 

In  April  2008,  the  University  of 
Michigan,  Ann  Arbor,  Transportation 
Research  Institute  released  a  study  on 
the  conspicuity  of  first-responder  safety 
garments.  The  study  was  conducted  on 
a  closed  track  in  both  daytime  and 
nighttime  conditions  to  compare  the 
conspicuity  of  three  different  types  of 
safety  garments  used  by  first  responders: 
NFPA  1971  turnout  gear  coats,  ANSI/ 
ISEA  107  safety  vests,  and  ANSI/ISEA 
207  safety  vests.  Eight  participants, 
balanced  for  gender  and  age,  drove 
instrumented  vehicles  on  the  closed 
track  indicating  the  distance  at  which 
they  could  detect  workers  at  a  simulated 
emergency  response  scene.  The  results 
show  no  statistically  significant 
difference  in  the  distance  at  which 
workers  were  detected,  regardless  of 
which  garment  was  worn.  In  other 
words,  all  three  garment  standards 
provided  equal  levels  of  conspicuity 
under  the  conditions  examined.  The 
results  suggest  that  all  of  the  garments 
studied  should  be  considered  equivalent 
relative  to  first  responder  conspicuity 
when  working  in  close  proximity  to 
traffic.’  Based  upon  this  research,  the 
FHWA  believes  that  the  PPE  for 


'  Tuttle,  S.J.,  Saver.  J.R.,  Buonarosa,  M.L.:  "The 
conspicuity  of  first-responder  safety  garments”; 
available  at  http://hdl.handle.net/2027.42/58734'. 
University  of  Michigan.  Ann  Arbor,  Transportation 
Research  Institute  (2008). 


firefighters  specified  in  the  NFPA  1971 
standard  is  equivalent  to  the  ANSI  107- 
2004  Class  2  garment. 

Section-by-Section  Analysis 

Section  634.2 

This  subsection  is  amended  to  revise 
the  definition  of  “worker”  to  exclude 
firefighters  when  they  are  exposed  to 
flame,  fire,  high  heat  or  hazardous 
materials. 

Section  634.3 

This  subsection  is  amended  to  exempt 
firefighters  from  the  requirement  to  use 
high-visibility  safety  apparel,  as  defined 
in  this  rule,  when  they  are  exposed  to 
hazardous  conditions  where  the  use  of 
such  apparel  may  increase  the  risk  of 
injury  to  firefighter  personnel. 

Rulemaking  Analyses  and  Notices 

Due  to  the  imminent  safety 
implications  to  firefighters,  the  FHWA 
has  determined  that  there  is  good  cause 
under  5  U.S.C.  553(b)(3)(B)  to  dispense 
with  notice  and  opportunity  for 
comment  as  it  would  be  contrary'  to  the 
public  interest.  And,  in  addition,  for  the 
same  reason,  we  are  making  this  Interim 
Final  Rule  effective  immediately  under 
5  U.S.C.  553(d)(3),  and,  therefore, 
revising  23  CFR  part  634  accordingly. 

Executive  Order  12866  (Regulatory 
Planning  and  Review)  and  DOT 
Regulatory  Policies  and  Procedures 

The  FHWA  has  determined  that  this 
action  is  not  a  significant  regulatory 
action  within  the  meaning  of  Executive 
Order  12866  and  is  not  significant 
within  the  meaning  of  U.S.  Department 
of  Transportation  regulatory  policies 
and  procedures.  It  is  anticipated  that  the 
economic  impact  of  this  rulemaking 
would  be  minimal.  These  changes 
would  not  adversely  affect,  in  a  material 
way,  any  sector  of  the  economy.  In 
addition,  these  changes  would  not 
interfere  with  any  action  taken  or 
planned  by  another  agency  and  would 
not  materially  alter  the  budgetary 
impact  of  any  entitlements,  grants,  user 
fees,  or  loan  programs.  Consequently,  a 
full  regulatory  evaluation  is  not 
required. 

Regulatory  Flexibility  Act 

In  compliance  with  the  Regulatory 
Flexibility  Act  (Pub.  L.  96-354,  5  U.S.C. 
601-612)  the  FHWA  has  evaluated  the 
effects  of  this  action  on  small  entities 
and  has  determined  that  the  action 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  This  action  does  not  affect  any 
funding  distributed  under  any  of  the 
programs  administered  by  the  FHWA. 
For  these  reasons,  the  FHWA  certifies 


that  this  action  would  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

Unfunded  Mandates  Reform  Act  of 
1995 

This  rule  would  not  impose  unfunded 
mandates  as  defined  by  the  Unfunded 
Mandates  Reform  Act  of  1995  (Pub.  L. 
104-4,  109  Stat.  48).  This  rule  would 
not  result  in  the  expenditure  by  State, 
local,  and  tribal  governments,  in  the 
aggregate,  or  by  the  private  sector,  of 
$128.1  million  or  more  in  any  one  year 
(2  U.S.C.  1532). 

Executive  Order  13132  (Federalism 
Assessment) 

This  action  has  been  analyzed  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
13132,  and  the  FHWA  has  determined 
that  this  action  would  not  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  federalism 
assessment.  The  FHWA  has  also 
determined  that  this  action  would  not 
preempt  any  State  law  or  State 
regulation  or  affect  the  States’  ability  to 
discharge  traditional  State  governmental 
functions. 

Executive  Order  13211  (Energy  Effects) 

We  have  analyzed  this  action  under 
Executive  Order  13211,  Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use,  dated  May  18, 

2001.  We  have  determined  that  it  is  not 
a  significant  energy  action  under  that 
order  since  it  is  not  likely  to  have  a 
significant  adverse  effect  on  the  supply, 
distribution,  or  use  of  energy.  Therefore, 
a  Statement  of  Energy  Effects  is  not 
required. 

Executive  Order  12372 
(Intergovernmental  Review) 

Catalog  of  Federal  Domestic 
Assistance  Program  Number  20.205, 
Highway  Planning  and  Construction. 
The  regulations  implementing  Executive 
Order  12372  regarding 
intergovernmental  consultation  on 
Federal  programs  and  activities  apply  to 
thi^  program. 

Paperwork  Reduction  Act 

Under  the  Paperwork  Reduction  Act 
of  1995  (PRA)  (44  U.S.C.  3501),  Federal 
agencies  must  obtain  approval  from  the 
Office  of  Management  and  Budget  for 
each  collection  of  information  they 
conduct,  sponsor,  or  require  through 
regulations.  The  FHWA  has  determined 
that  this  rule  does  not  contain  collection 
of  information  requirements  for  the 
purposes  of  the  PRA. 
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Executive  Order  12988  (Civil  Justice 
Reform) 

This  action  meets  applicable 
standards  in  sections  3(a)  and  3(b)(2)  of 
Executive  Order  12988,  Civil  Justice 
Reform,  to  minimize  litigation, 
eliminate  ambiguity,  and  reduce 
burden. 

Executive  Order  13045  (Protection  of 
Children) 

The  FHWA  has  analyzed  this  rule 
under  Executive  Order  13045, 

Protection  of  Children  from 
Environmental  Health  Risks  and  Safety 
Risks.  The  FHWA  certifies  that  this 
action  would  not  cause  any 
environmental  risk  to  health  or  safety 
that  might  disproportionately  affect 
children. 

Executive  Order  12630  (Taking  of 
Private  Property) 

The  FHWA  has  analyzed  this  rule 
under  Executive  Order  12630, 
Governmental  Actions  and  Interface 
with  Constitutionally  Protected  Property 
Rights.  The  FHWA  does  not  anticipate 
that  this  action  would  affect  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630. 

National  Environmental  Policy  Act 

The  agency  has  analyzed  this  action 
for  the  purpose  of  the  National 
Environmental  Policy  Act  of  1969  (42 
U.S.C.  4321-4347)  and  has  determined 
that  this  action  would  not  have  any 
effect  on  the  quality  of  the  environment. 

Regulation  Identification  Number 

A  regulation  identification  number 
(RIN)  is  assigned  to  each  regulatory 
action  listed  in  the  Unified  Agenda  of 
Federal  Regulations.  The  Regulatory 
Information  Service  Center  publishes 
the  Unified  Agenda  in  April  and 
October  of  each  year.  The  RIN  contained 
in  the  heading  of  this  document  can  be 
used  to  cross  reference  this  action  with 
the  Unified  Agenda. 

List  of  Subjects  in  23  CFR  Part  634  ^ 

Design  standards.  Highways  and 
roads.  Incorporation  by  reference. 
Workers,  Traffic  regulations. 

Issued  on:  November  14,  2008. 

Thomas  J.  Madison,  Jr. 

Administrator,  Federal  Highway 
Administration. 

■  In  consideration  of  the  foregoing,  the 
FHWA  amends  chapter  I  of  title  23, 

Code  of  Federal  Regulations,  as  set  forth 
below: 


PART  634— WORKER  VISIBILITY 

■  1.  The  authority  citation  for  part  634 
continues  to  read  as  follows: 

Authority:  23  U.S.C.  101(a),  109(d),  114(a), 
315,  and  402(a);  Sec.  1402  of  Pub.  L.  109-59; 
23  CFR  1.32;  and  49  CFR  1.48(b). 

■  2.  Amend  §  634.2  to  revise  the 
definition  of  “Workers”  as  follows: 

§  634.2  Definitions. 
***** 

Workers  means  people  on  foot  whose 
duties  place  them  within  the  right-of- 
way  of  a  Federal-aid  highway,  such  as 
highway  construction  and  maintenance 
forces:  survey  crews;  utility  crews; 
responders  to  incidents  within  the 
highway  right-of-way;  firefighters  and 
other  emergency  responders  when  they 
are  not  directly  exposed  to  flame,  fire, 
heat,  and/or  hazardous  materials;  and 
law  enforcement  personnel  when 
directing  traffic,  investigating  crashes, 
and  handling  lane  closures,  obstructed 
roadways,  and  disasters  within  the 
right-of-way  of  a  Federal-aid  highway. 

B  3.  Revise  §  634.3  to  read  as  follows: 

§634.3  Rule. 

All  workers  within  the  right-of-way  of 
a  Federal-aid  highway  who  are  exposed 
either  to  traffic  (vehicles  using  the 
highway  for  purposes  of  travel)  or  to 
construction  equipment  within  the  work 
area  shall  wear  high-visibility  safety 
apparel.  Firefighters  or  other  emergency 
responders  working  within  the  right-of- 
way  of  a  Federal-aid  highway  and 
engaged  in  emergency  operations  that 
directly  expose  them  to  flame,  fire,  heat, 
and/or  hazardous  materials  may  wear 
retroreflective  turn-out  gear  that  is 
specified  and  regulated  by  other 
organizations,  such  as  the  National  Fire 
Protection  Association.  Firefighters  or 
other  emergency  responders  working 
within  the  right-of-way  of  a  Federal-aid 
highway  and  engaged  in  any  other  types 
of  operations  shall  wear  high-visibility 
safety  apparel. 

[FR  Doc.  E8-27671  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4910-22-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  3 

[EPA-HQ-OEI-2003-0001 ;  FRL-8743-3] 
RIN  2025-AA23 

Extension  of  Cross-Media  Electronic 
Reporting  Rule  Deadline  for 
Authorized  Programs 

agency:  Environmental  Protection 
Agency  (EPA). 


ACTION;  Withdrawal  of  direct  final  rule. 


SUMMARY:  Because  EPA  received 
comment,  we  are  withdrawing  the  direct 
final  rule  for  extension  of  the  Cross- 
Media  Electronic  Reporting  Rule 
(CROMERR)  deadline  for  authorized 
programs  (states,  tribes,  or  local 
governments)  with  existing  electronic 
document  receiving  systems  to  submit 
applications  for  EPA  approval  under 
CROMERR,  published  on  October  17, 
2008. 

DATES:  Effective  November  21,  2008, 
EPA  withdraws  the  direct  final  rule 
published  at  73  FR  61737,  on  October 
17,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  Evi 

Huffer,  Office  of  Environmental 
Information  (2823T),  Environmental 
Protection  Agency,  1200  Pennsylvania 
Avenue,  NW.,  Washington,  DC  20460; 
(202)  566-1697;  huffer.evi@epa.gov,  or 
David  Schwarz,  Office  of  Environmental 
Information  (2823T),  Environmental 
Protection  Agency,  1200  Pennsylvania 
Avenue,  NW.,  Washington,  DC  20460; 
(202) 566-1704; 
sch  warz.david@epa  .gov. 

SUPPLEMENTARY  INFORMATION:  Because 
EPA  received  comment,  we  are 
withdrawing  the  direct  final  rule  for 
extension  of  the  Cross-Media  Electronic 
Reporting  Rule  (CROMERR)  deadline  for 
authorized  programs  (states,  tribes,  or 
local  governments)  with  existing 
electronic  document  receiving  systems 
to  submit  applications  for  EPA  approval 
under  CROMERR,  published  on  October 
17,  2008.  We  stated  in  that  direct  final 
rule  that  if  we  received  comment  by 
November  3,  2008,  the  direct  final  rule 
would  not  take  effect  and  we  would 
publish  a  timely  withdrawal  in  the 
Federal  Register.  We  subsequently 
received  comment  on  that  direct  final 
rule.  We  will  address  those  comments 
in  any  subsequent  final  action,  which 
will  be  based  on  the  parallel  proposed 
rule  also  published  on  October  17,  2008 
(73  FR  61737).  As  stated  in  the  direct 
final  rule  and  the  parallel  proposed  rule, 
we  will  not  institute  a  second  comment 
period  on  this  action. 

List  of  Subjects  in  40  CFR  Part  3 

Environmental  protection.  Conflict  of 
interests.  Electronic  records,  Electronic 
reporting  requirements.  Electronic 
reports.  Intergovernmental  relations. 
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SUPPLEMENTARY  INFORMATION; 


Dated:  November  14,  2008. 

Molly  A.  O’Neill, 

Assistant  Administrator  and  Chief 
Information  Officer. 

PART  3— [AMENDED] 

Accordingly,  the  amendments  to  the 
rule  published  on  October  17,  2008  (73 
FR  61737)  are  withdrawn  as  of 
November  21,  2008. 

[FR  Doc.  E8-27752  Filed  11-20-08;  8:45  am) 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  50  and  51 
[EPA-HQ-OAR-2005-0159:  FRL-8743-2] 
RIN  2060-AP28 

The  Treatment  of  Data  Influenced  by 
Exceptional  Events  (Exceptional  Event 
Rule):  Revised  Exceptional  Event  Data 
Flagging  Submittal  and  Documentation 
Schedule  for  Monitoring  Data  Used  in 
Designations  for  the  2008  Ozone 
NAAQS 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Correcting  Amendments. 

SUMMARY:  The  EPA  issued  a  direct  final 
rule  on  October  6,  2008,  entitled,  “The 
Treatment  of  Data  Influenced  by 
Exceptional  Events  (Exceptional  Events 
Rule):  Revised  Exceptional  Event  Data 
Flagging  Submittal  and  Documentation 
Schedule  for  Monitoring  Data  Used  in 
Designations  for  the  2008  Ozone 
NAAQS.”  This  document  makes  a 
minor  correction  to  the  Exceptional 
Events  Rule  to  correct  typographical 
errors  in  the  technical  notation  of  the 
ozone  standard  contained  in  the 
preamble  and  regulatory  text  for  the 
rule. 

DATES;  Effective  Date:  This  document  is 
effective  on  December  22,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
questions  regarding  these  corrections, 
contact  Thomas  E.  Link,  Air  Quality 
Planning  Division,  Office  of  Air  Quality 
Planning  and  Standards,  Mail  Code 
C539-04,  Environmental  Protection 
Agency,  Research  Triangle  Park,  North 
Carolina  27711;  telephone  number:  919- 
541-5456;  fax  number:  919-541-0824; 
e-mail  address:  link.tom@epa.gov. 


Background 

The  EPA  issued  “The  Treatment  of 
Data  Influenced  by  Exceptional  Events 
(Exceptional  Event  Rule):  Revised 
Exceptional  Event  Data  Flagging 
Submittal  and  Documentation  Schedule 
for  Monitoring  Data  Used  in 
Designations  for  the  2008  Ozone 
NAAQS”  as  a  direct  final  rule  on 
October  6,  2008,  73  FR  58042.  The 
direct  final  rule  revises  the  schedule  for 
the  flagging  and  submission  of 
documentation  of  data  impacted  by  . 
exceptional  events  that  may  be  used  for 
designations  under  the  2008  ozone 
national  ambient  air  quality  standards 
(NAAQS).  For  a  detailed  description  of 
the  ozone  NAAQS  and  the  Exceptional 
Events  Rule,  please  see  the  rulemaking 
actions  which  are  available  at  EPA’s 
Web  Sites  at  http://www.epa.gov/ground 
levelozone/actions.html  and  http:// 
www.epa.gov/EP A- AIR/2008/October/ 
Day-06/a23520.htm  and  also  in  the 
Federal  Register  at  73  FR  16436  and  73 
FR  58042 

Need  for  Correction 

As  published,  the  final  preamble  and 
regulation  contains  minor  errors  which 
may  prove  to  be  misleading  and  are  in 
need  of  clarification.  EPA  finds  that 
there  is  good  cause  to  make  these 
corrections  without  providing  for  notice 
and  comments  because  neither  notice 
nor  comment  is  necessary  and  would 
not  be  in  the  public  interest  due  to  the 
nature  of  the  corrections  which  are 
minor,  technical  and  do  not  change  the 
obligations  already  existing  in  the  rule. 
EPA  finds  that  the  corrections  are 
merely  correcting  identifying 
information  that  references  the 
previously  promulgated  Ozone  NAAQS. 

Corrections  of  Publication 

In  the  preamble  to  the  direct  final  rule 
for  “The  Treatment  of  Data  Influenced 
by  Exceptional  Events  (Exceptional 
Event  Rule);  Revised  Exceptional  Event 
Data  Flagging  Submittal  and 
Documentation  Schedule  To  Support 
Initial  Area  Designations  for  the  2008 
Ozone  NAAQS,”  October  6,  2008,  73  FR 
58042,  EPA  is  correcting  the  preamble 
text  at  73  FR  58044,  column  2,  which 
refers  to  the  ozone  NAAQS  in  terms  of 
“pounds  per  billion  (ppb)”  to  “parts  per 


million  (ppm)”  to  accurately  reflect  the 
ozone  NAAQS. 

Similarly,  correction  is  also  being 
made  at  73  FR  58045  in  “TABLE  1— 
SCHEDULE  FOR  EXCEPTIONAL 
EVENT  FLAGGING  AND 
DOCUMENTATION  SUBMISSION  FOR 
DATA  TO  BE  USED  IN  DESIGNATIONS 
DECISIONS  FOR  NEW  OR  REVISED 
NAAQS”  to  change  the  term  “(ppb)”  to 
“(ppm)”  to  accurately  reflect  the  ozone 
NAAQS. 

In  the  regulatory  text,  EPA  is  also 
correcting  the  inadvertent  minor  error  in 
§  50.14  by  revising  paragraph  (c)(2)(v)  to 
correct  the  text  in  “Table  1”  by 
changing  the  term  “(ppb)”  to  “(ppm).” 

Dated:  November  17,  2008. 

Stephen  L.  Johnson, 

Administrator. 

■  For  the  reasons  set  forth  in  the 
preamble,  part  50  of  chapter  I  of  title  40 
of  the  Code  of  Federal  Regulations  is 
amended  as  follows; 

PART  50— [AMENDED] 

■  1.  The  authority  citation  for  part  50 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  7401  et  seq. 

■  2.  Section  50.14  is  amended  by 
revising  paragraph  (c)(2)(v)  to  read  as 
follows: 

Subpart  A — General  Provisions 

§  50.14  Treatment  of  air  quality  monitoring 
data  influenced  by  exceptional  events. 
***** 

(c)*  *  * 

(2)*  *  * 

(v)  When  EPA  sets  a  NAAQS  for  a 
new  pollutant  or  revises  the  NAAQS  for 
an  existing  pollutant,  it  may  revise  or 
set  a  new  schedule  for  flagging 
exceptional  event  data,  providing  initial 
data  descriptions  and  providing  detailed 
data  documentation  in  AQS  for  the 
initial  designations  of  areas  for  those 
NAAQS:  Table  1  provides  the  schedule 
for  submission  of  flags  with  initial 
descriptions  in  AQS  and  detailed 
documentation  and  the  schedule  shall 
apply  for  those  data  which  will  or  may 
influence  the  initial  designation  of  areas 
for  those  NAAQS.  EPA  anticipates 
revising  Table  1  as  necessary  to 
accommodate  revised  data  submission 
schedules  for  new  or  revised  NAAQS. 
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Table  1— Schedule  for  Exceptional  Event  Flagging  and  Documentation  Submission  for’  Data  to  be  Used  in 

Designations  Decisions  for  New  or  Revised  NAAQS 


NAAQS  poliutant/standard/(level)/promulgation  date 

1  Air  quality 
!  data  col¬ 
lected  for 
calendar 
year 

Event  flagging  &  initial 
description  deadline 

Detailed  documentation 
submission  deadline 

PM's/24-Hr  Standard  (35  gg/m^)  Promulgated  October  17, 
2006. 

Ozof>e/8-Hr  Standard  (0.075  ppm)  Promulgated  March  12, 
2008. 

2004- 2006 

2005- 2007 

October  1 ,  2007 "  . 

December  31,  2008  •* . 

April  15,  2008“. 

March  12,  2009  b 

2008 

March  12,  2009*’  . 

March  12,  2009  •’. 

2009 

January  8,  2010*’ . 

January  8,  2010  b. 

3  These  dates  are  unchanged  from  those  published  in  the  original  rulemaking,  and  are  shown  in  this  table  for  informational  purposes. 

•’Indicates  change  from  general  schedule  in  40  CFR  50.14. 

Note:  EPA  notes  that  the  table  of  revised  deadlines  only  applies  to  data  EPA  will  use  to  establish  the  final  initial  designations  for  new  or  re¬ 
vised  NAAQS.  The  general  schedule  applies  for  all  other  purposes,  nrrost  notably,  for  data  used  by  EPA  for  redesignations  to  attainment. 


(FR  Doc.  E8-27741  Filed  11-20-08;  8:45  am] 
BILLING  CODE  656a-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  260  and  261 
[EPA-HQ-RCRA-2002-0002;  FRL-8743-5] 
RIN  2050-AE78 

Regulation  of  Oil-Bearing  Hazardous 
Secondary  Materials  From  the 
Petroleum  Refining  Industry 
Processed  in  a  Gasification  System  To 
Produce  Synthesis  Gas;  Notice  of 
Action  Denying  Petition  for 
Reconsideration 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Notice  of  action  denying 
petition  for  reconsideration. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA  or  the  Agency)  is 
providing  notice  that  it  has  responded 
to  a  petition  for  reconsideration  of  the 
final  rule,  “Regulation  of  Oil-Bearing 
Hazardous  Secondary  Materials  from 
the  Petroleum  Refining  Industry 
Processed  in  a  Gasification  System  to 
Produce  Synthesis  Gas”,  published  at  73 
FR  57  (January  2,  2008).  The  EPA 
considered  the  petition  along  with 
information  contained  in  the 
rulemaking  docket  in  reaching  a 
decision  on  the  petition.  EPA  Assistant 
Administrator  Susan  Parker  Bodine 
denied  the  petition  for  reconsideration 
in  a  letter  to  the  petitioners  issued  in 
November  2008.  The  letter  explains 
EPA’s  reasons  for  the  denial.  Section 
7006(a)  of  the  Resource  Conservation 
and  Recovery  Act  (RCRA)  states,  in 
pertinent  part,  that  judicial  review  of 


the  denial  of  any  petition  for  the 
amendment  or  repeal  of  any  regulation 
under  the  Act  may  be  filed  only  in  the 
United  States  Court  of  Appeals  for  the 
District  of  Columbia  Circuit  within  90 
days  of  the  denial. 

FOR  FURTHER  INFORMATION  CONTACT: 

Alan  Carpien,  U.S.  Environmental 
Protection  Agency,  Office  of  General 
Counsel,  Mail  Code  2366A,  1200 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460;  telephone  (202)  564-5507;  or 
carpi  en.alan@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

How  Can  I  (^t  Copies  of  This 
Document  and  Other  Related 
Information? 

This  Federal  Register  notice,  the 
petition  for  reconsideration  and  the 
letter  denying  the  petition  for 
reconsideration  are  available  in  a  docket 
EPA  has  established  for  this  action 
under  Docket  ID  No.  EPA-HQ-RC1C\- 
2008-0808.  All  documents  in  the  docket 
are  listed  on  the  http:// 
www.reguIations.gov  Web  site.  Although 
listed  in  the  index,  some  information 
may  not  be  publicly  available,  because 
for  example,  it  may  be  Confidential 
Business  Information  (CBI)  or  other 
information,  the  disclosure  of  which  is 
restricted  by  statute.  Certain  material, 
such  as  copyrighted  material,  is  not 
placed  on  the  Internet  and  will  be 
publicly  available  only  in  hard  copy 
form.  Publicly  available  docket 
materials  are  available  either 
electronically  through  http:// 
www.reguIaiions.gov  or  in  hard  copy  at 
the  RCRA  Docket,  EPA/DC,  EPA  West, 
Room  3334,  1301  Constitution  Avenue, 
NW.,  Washington,  DC.  The  Docket 
Facility  is  open  from  8:30  a.m.  to  4:30 
p.m.,  Monday  through  Friday,  excluding 
legal  holidays.  The  telephone  number 
for  the  Public  Reading  Room  is  (202) 


566-1744,  and  the  telephone  number  for 
the  RCRA  Docket  is  (202)  566-0270.  A 
reasonable  fee  may  be  charged  for 
copying  docket  materials. 

Dated;  November  14,  2008. 

Susan  Parker  Bodine, 

Assistant  Administrator,  Office  of  Solid  Waste 
and  Emergency  Response. 

[FR  Doc.  E8-27759  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6560-SO-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  423 
[CMS-4138-IFC3] 

RIN-0938-AP52 

Medicare  Program;  Revisions  to  the 
Medicare  Advantage  and  Prescription 
Drug  Benefit  Programs;  Correcting 
Amendment 

AGENCY:  Centers  for  Medicare  & 
Medicaid  Services  (CMS),  HHS. 

ACTION:  Interim  final  mle  with  comment 
period:  correcting  amendment. 

SUMMARY:  In  the  September  18,  2008 
issue  of  the  Federal  Register  (73  FR 
54226),  we  published  an  interim  final 
rule  with  comment  period  that  revises 
the  regulations  governing  the  Medicare 
Advantage  (MA)  program  (Part  C), 
prescription  drug  benefit  program  (Part 
D)  and  section  1876  cost  plans.  The 
interim  final  rule  makes  conforming 
changes  to  the  MA  regulations  to  reflect 
new  statutory  requirements  regarding 
special  needs  plans  (SNP),  private- fee- 
for-service  plans  (PFFS),  regional 
preferred  provider  organizations  (RPPO) 
plans.  Medicare  medical  savings 
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accounts  (MSA)  plans,  and  new 
statutory  provisions  governing  cost¬ 
sharing  for  dual-eligible  enrollees  in  the 
MA  program  prescription  drug  pricing, 
coverage,  and  payment  processes  in  the 
Part  D  program.  In  addition,  the  interim 
final  rule  sets  forth  new  requirements 
governing  the  marketing  of  Part  C-and 
Part  D  plans  which  by  statute  must  be 
in  place  at  a  date  specified  by  the 
Secretary,  but  no  later  than  November 
15,  2008.  Both  the  conforming  changes 
to  the  regulations  to  reflect  new 
statutory  provisions  and  the  new 
marketing  requirements  are  based  on 
provisions  in  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  (MIPPA),  which  became 
law  on  July  15,  2008.  This  correcting 
amendment  corrects  technical  and 
typographical  errors  identified  in  the 
September  18,  2008  interim  final  rule. 
DATES:  Effective  Date:  This  correcting 
amendment  is  effective  November  21, 
2008,  and  is  applicable  on  September 
18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Vanessa  Duran,  (410)  786-8697. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  FR  Doc.  E8-21686  (73  FR  54226), 
the  interim  final  rule  with  comment 
period  entitled  “Revisions  to  the 
Medicare  Advantage  and  Prescription 
Drug  Benefit  Programs,”  there  were 
typographical  and  technical  errors  that 
are  identified  and  corrected  in  the 
preamble  and  regulations  text  of  this 
correcting  amendment.  The  provisions 
of  this  correcting  amendment  are 
effective  September  18,  2008. 

II.  Summary  of  Errors  in  the  Preamble 

On  page  54240,  in  the  last  paragraph 
of  the  second  column,  the  acronym 
“HIPAA”  was  inadvertently  written 
instead  of  the  acronym  “MIPPA.” 

III.  Correction  of  Errors  in  the  Preamble 

1.  On  page  54240,  in  the  second 
column:  in  the  last  paragraph,  change 
the  acronym  “HIPAA”  to  read 
“MIPPA.” 

IV.  Summary  of  Errors  in  the 
Regulations  Text 

On  page  54251  of  the  September  18, 
2008  interim  final  rule,  we  made 
technical  errors  in  §423.505(i)(3)(iv) 
and  (v)  of  the  regulations  text.  In  these 
paragraphs,,  we  inadvertently  replaced 
§423.505(i)(3)(iv)  and  (v)  as  they 
appeared  in  the  December  5,  2007  final 
rule  (72  FR  68732),  entitled,  “Revisions 
to  the  Medicare  Advantage  and  Part  D 
Prescription  Drug  Contract 
Determinations,  Appeals,  and 


Intermediate  Sanctions  Process.”  We 
note  that  the  provisions  in  the  December 
5,  2007  final  rule  (72  FR  68732)  were 
not  intended  to  be  revised  in  the 
September  18,  2008  interim  final  rule 
(73  FR  54226).  Accordingly,  we  are 
redesignating  §423.505(i)(3)(iv)  through 
(vi)  as  §  423.505(i)(3)(vi)  through  (viii). 
At  this  time,  we  are  reserving 
paragraphs  §  423.505(i)(3)(iv)  and  (v) 
because  these  provisions  in  the 
December  5,  2007  final  rule  do  not  go 
into  effect  until  January  1,  2009. 

Under  §423.505(i)(3),  redesignated 
paragraphs  (vi)  through  (viii)  will  now 
reflect  our  intended  policy  changes  in 
the  September  18,  2008  interim  final 
rule. 

V.  Waiver  of  Proposed  Rulemaking  and 
Delay  in  Effective  Date 

We  ordinarily  publish  a  notice  of 
proposed  rulemaking  in  the  Federal 
Register  to  provide  a  period  for  public 
comment  before  the  provisions  of  a  rule 
take  effect  in  accordance  with  section 
553(b)  of  the  Administrative  Procedure 
Act  (APA)  (5  U.S.C.  553(b)).  However, 
we  can  waive  this  notice  and  comment 
procedure  if  the  Secretary  finds,  for 
good  cause,  that  the  notice  and 
comment  process  is  impracticable, 
unnecessary,  or  contrary  to  the  public 
interest,  and  incorporates  a  statement  of 
the  finding  and  the  reasons  therefore  in 
the  notice. 

Section  553(d)  of  the  APA  ordinarily 
requires  a  30-day  delay  in  effective  date 
of  final  rules  after  the  date  of  their 
publication  in  the  Federal  Register. 

This  30-day  delay  in  effective  date  can 
be  waived,  however,  if  an  agency  finds 
for  good  cause  that  the  delay  is 
impracticable,  unnecessary,  or  contrary 
to  the  public  interest,  and  the  agency 
incorporates  a  statement  of  the  findings 
and  its  reasons  in  the  rule  issued. 

Our  policy  on  contracts  or  written 
arrangements  between  Part  D  sponsors 
and  first  tier,  downstream,  and  related 
entities  in  the  September  18,  2008 
interim  final  rule  has  previously  been 
subjected  to  notice  and  comment 
procedures.  This  correcting  amendment 
merely  corrects  technical  errors  in  the 
preamble  and  regulations  text  of  the 
September  18,  2008  interim  final  rule. 
Therefore,  we  find  that  undertaking 
further  notice  and  comment  procedures 
to  incorporate  these  corrections  into  the 
interim  final  rule  is  unnecessary  and 
contrary  to  the  public  interest. 

For  the  same  reasons,  we  are  also 
waiving  the  30-day  delay  in  effective  • 
date  for  this  correcting  amendment.  We 
believe  that  it  is  in  the  public  interest 
to  ensure  that  the  September  18,  2008 
interim  final  rule  accurately  states  our 
policy  on  contracts  or  written 


arrangements  between  Part  D  sponsors 
and  first  tier,  downstream,  and  related 
entities.  Thus  delaying  the  effective  date 
of  these  corrections  would  be  contrary 
to  the  public  interest.  Therefore,  we  also 
find  good  cause  to  waive  the  30-day 
delay  in  effective  date. 

List  of  Subjects  in  42  CFR  Part  423 

Administrative  practice  and 
procedure.  Emergency  medical  services, 
Health  facilities.  Health  maintenance 
organizations  (HMO),  Medicare, 
Penalties,  Privacy,  Reporting  and 
recordkeeping. 

■  Accordingly,  42  CFR  chapter  IV  is 
corrected  by  making  the  following 
correcting  amendments  to  part  423: 

PART  423— VOLUNTARY  MEDICARE 
PRESCRIPTION  DRUG  BENEFIT 

■  1.  The  authority  citation  for  part  423 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1860D-1  through* 
1860D-42,  and  1871  of  the  Social  Security 
Act  (42  U.S.C.  1302, 1395w-101  through 
1395W-152,  and  1395hh). 

Subpart  K — Application  Procedures 
and  Contracts  with  Part  D  Plan 
Sponsors 

■  2.  Amend  §  423.505  by — 

■  A.  Redesignating  paragraphs  (i)(3)(iv)  • 
through  (vi)  as  paragraphs  (i)(3)(vi) 
through  (viii). 

■  B.  Reserving  paragraphs  (i)(3)(iv)  and 
(v). 

The'revisions  read  as  follows: 

§423.505  Contract  Provisions. 
***** 

(i)*  *  * 

(3)  *  *  * 

(iv)  [Reserved] 

(v)  [Reserved] 

***** 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance;  and  Program  No.  93.774, 

Medicare — Supplementary  Medical 
Insurance  Program) 

Dated:  November  7,  2008. 

Ann  Agnew, 

Executive  Secretary  to  the  Department. 

(FR  Doc.  E8-27712  Filed  11-20-08;  8:45  am] 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  648 

[Docket  No  080630803-8805-01] 

RIN  0648-AW99 

Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
Provisions;  Fisheries  of  the 
Northeastern  United  States; 
Termination  of  Expansion  of 
Emergency  Fishery  Closure  Due  to  the 
Presence  of  the  Toxin  that  Causes 
Paralytic  Shellfish  Poisoning 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  termination. 

SUMMARY:  NMFS  is  announcing  the 
termination  of  the  revised  and  expanded 
Northern  Temporary  Paralytic  Shellfish 
Poison  (PSP)  Closiue  Area,  which 
became  effective  on  July  2,  2008,  and 
the  return  of  the  Northern  and  Southern 
Temporary  PSP  Closure  Areas  to  their 
boundaries,  previously  implemented  on 
January  1,  2008,  and  effective  through 
December  31,  2008.  Thus,  the  effect  of 
this  notice  will  be  to  partially  reopen  a 
large  area  around  Nantucket  Island  to 
the  harvest  of  certain  shellfish  species. 
Regulations  governing  fishery  closures 
in  response  to  public  health  threats 
require  concurrence  with  the  Secretary 
of  Health  and  Human  Services  prior  to 
any  NMFS  action  on  behalf  of  the 
Secretary  of  Commerce  (Secretary). 
OATES:  Effective  November  18,  2008,  to 
December  29,  2008. 

ADDRESSES:  Written  inquiries  may  be 
sent  to  Patricia  A.  Kurkul,  National 
Marine  Fisheries  Service,  Northeast 
Regional  Office,  55  Great  Republic 
Drive,  Gloucester,  MA  01930. 

FOR  FURTHER  INFORMATION  CONTACT: 
Timothy  Cardiasmenos,  Fishery  Policy 
Analyst,  (978)  281-9204;  fax  (978)  281- 
9135. 

SUPPLEMENTARY  INFORMATION:  On 

December  31,  2007,  at  the  request  of  the 
U.S.  Food  and  Drug  Administration 
(FDA),  NMFS  published  an  emergency 
action  in  the  Federal  Register  (72  FR 
74207),  closing  the  Northern  and 
Southern  Temporary  PSP  Closure  Areas 
from  January  1 ,  2008  through  December 
31,  2008.  On  June  25,  2008,  NMFS 
received  a  request  firom  the  FDA  to 
revise  and  expand  the  Northern 
Temporary  PSP  Closure  Area  after 
samples  of  shellfish  off  of  the  coast  of 


Massachusetts  tested  positive  for  the 
toxins  (saxotoxins)  that  cause  PSP.  In 
response  to  the  June  25th  request, 

NMFS  revised  the  January  1,  2008, 
closure  to  implement  modified 
boundaries  of  the  Northern  and 
Southern  Temporary  PSP  Closure  Areas 
through  an  emergency  action  published 
in  the  Federal  Register  (73  FR  38340). 

The  FDA  submitted  a  letter  to  NMFS 
on  November  6,  2008,  requesting  the 
termination  of  the  recently  expanded 
Northern  Temporary  PSP  Closure  Area, 
and  a  continuation  of  the  previously 
authorized  closure.  The  FDA  has 
determined  that  adequate  samples  of 
shellfish  from  the  modified  closure  area, 
east  of  Nantucket  Island,  have  tested 
well  within  safe  limits  for  the  toxins 
(saxotoxins)  that  cause  PSP.  These 
toxins  are  produced  by  the  alga 
Alexandrium  fundyense,  which  can 
form  blooms  commonly  referred  to  as 
red  tides.  The  FDA  now  finds  that  the 
modified  portion  of  the  Northern 
Temporary  PSP  Closure  Area  is  safe  for 
the  harvest  of  Atlantic  surfclams,  ocean 
quahogs,  and  scallops  harvested  and 
shucked  at  sea  for  adductor  muscles 
only.  The  FDA  maintains  its 
determination  that  the  harvest  of  whole 
and  roe-on  scallops  is  still  unsafe  ft’om 
this  area.  This  action  terminates  the 
closure  published  on  July  7,  2008,  and 
reinstates  the  closure  as  published  on 
December  31,  2007. 

This  notice  is  issued  pursuant  to 
section  305(c)(3)(D)  of  the  Magnuson- 
Stevens  Fishery  Conservation  and 
Management  Act  (Magnuson-Stevens 
Act),  16  U.S.C.  1855(c).  That  section 
states  that  any  emergency  regulation 
implemented  under  305(c)  “may  be 
terminated  by  the  Secretary  at  an  earlier 
date  by  publication  in  the  Federal 
Register  of  a  notice  of  termination.” 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  November  17,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  For 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

[FR  Doc.  E8-27749  Filed  11-18-08;  4:15  pm] 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  665 

[Docket  No.  080206127-81426-02] 

RIN  0648-AS71 

Fisheries  in  the  Western  Pacific; 
Pelagic  Fisheries;  Squid  Jig  Fisheries 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Final  rule. 

SUMMARY:  This  final  rule  designates 
three  species  of  pelagic  squid  as 
management  unit  species,  and 
establishes  permitting  and  reporting 
requirements  for  squid  jig  fishing 
vessels  over  50  ft  (15.4  m)  in  length. 
These  vessels  will  also  be  required  to 
carry  Federal  observers  if  requested  by 
NMFS.  The  final  rule  is  intended  to 
improve  information  on  squid  jig 
fisheries  and  their  ecosystem  impacts, 
and  to  provide  a  basis  for  future 
management  of  the  fishery,  if  needed. 
DATES:  This  final  rule  is  effective 
December  22,  2008,  except  for  the 
amendments  to  §§665.13,  665.14, 
665.21,  and  665.22,  which  require 
approval  by  the  Office  of  Management 
and  Budget  (OMB)  under  the  Paperwork 
Reduction  Act  (PRA).  When  OMB 
approval  is  received,  the  effective  date 
will  be  announced  in  the  Federal 
Register. 

ADDRESSES:  The  Fishery  Management 
Plan  for  Pelagic  Fisheries  of  the  Western 
Pacific  Region  (Pelagics  FMP)  and  - 
Amendment  1 5  are  available  from  the 
Western  Pacific  Fishery  Management 
Council  (Council),  1164  Bishop  St., 

Suite  1400,  Honolulu,  HI  96813,  tel 
808-522-8220,  fax  808-522-8226,  or 
www.wpcouncil.org. 

Written  comments  regarding  the 
burden-hour  estimates  or  other  aspects 
of  the  collection-of-information 
requirements  contained  in  this  final  rule 
may  be  submitted  to  William  L. 
Rohinson  Regional  Administrator, 
NMFS,  Pacific  Islands  Region  (PIR), 

1601  Kapiolani  Blvd,  Suite  1110, 
Honolulu,  HI  96814  4700,  and  by  e-mail 

to  David _ Rostker@omb.eop.gov  or  fax 

to  202-395-7285. 

FOR  FURTHER  INFORMATION  CONTACT: 

Brett  Wiedoff,  NMFS  PIR  Sustainable 
Fisheries  Division,  808-944-2272. 
SUPPLEMENTARY  INFORMATION:  This 
Federal  Register  is  also  accessible  at  the 
Office  of  the  Federal  Register’s  web  site: 
www.gpoaccess.gov/fr. 
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Pelagic  squid  are  targeted  by  fisheries 
for  food  and  bait  throughout  the  Pacific. 
They  are  widely  dispersed  and  short¬ 
lived,  with  relatively  high  reproduction 
rates,  and  are  difficult  to  over-harvest  by 
jigging.  There  is  no  evidence  of  over¬ 
harvesting  of  pelagic  squid  stocks  on  the 
high  seas  or  in  EEZ  waters  around  U.S. 
islands  in  the  western  Pacific.  They  are 
a  major  component  of  the  pelagic 
ecosystem,  with  large  species  preying 
on  a  variety  of  fish  and  invertebrate 
species,  and  smaller  species  providing 
important  forage  components  for  species 
such  as  swordfish  and  pilot  whales. 

This  key  role  of  squid  in  the  trophic 
web  suggests  that  squid  may  be  an 
important  indicator  of  ecosystem 
dynamics. 

This  final  rule  implements  measures 
that  will  provide  additional  information 
about  squid  jig  fisheries,  and  will 
establish  a  foundation  for  the  Council 
and  NMFS  to  effectively  monitor  and 
manage  U.S.  pelagic  squid  jig  fisheries, 
as  follows: 

•  Add  three  pelagic  squid  species  to 
the  pelagic  management  unit  (neon 
flying  squid,  Ommastrephes  bartramii, 
diamondback  squid,  Thysanoteuthis 
rhombus,  and  purpleback  flying  squid, 
Sthenoteuthis  oualaniensis]-,  and 

•  Require  operators  of  U.S.  vessels 
greater  than  50  ft  (15.4  m)  in  length 
overall  that  fish  for  pelagic  squid  in 
waters  of  the  U.S.  Exclusive  Economic 
Zone  (EEZj  of  the  western  Pacific  to: 

i.  Obtain  Federal  permits; 

ii.  Carry  Federal  observers  if 
requested  by  NMFS;  and 

iii.  Report  any  Pacific  pelagic  squid 
catch  and  effort  either  in  Federal  squid 
logbooks  or  via  existing  state  reporting 
systems. 

U.S.  squid  jig  vessels  that  fish  only  on 
the  high  seas  in  the  western  Pacific  will 
be  required  to  report  their  catch  and 
effort  using  the  new  Federal  squid 
logbooks,  pursuant  to  the  reporting  and 
recordkeeping  provision  of  the  High 
Seas  Fishing  Compliance  Act  (HSFCA). 

Additional  background  information 
on  this  final  rule  may  be  found  in  the 
preamble  to  the  proposed  rule 
published  on  August  28,  2008  (73  FR 
50751),  and  is  not  repeated  here. 

Comments  and  Responses 

On  August  11,  2008,  NMFS  published 
a  notice  of  availability  and  request  for 
public  comments  on  Amendment  15, 
including  a  Draft  Environmental 
Assessment  (73  FR  46580).  The 
amendment  comment  period  ended  on 
October  10,  2008.  On  August  28,  2008, 
NMFS  published  a  proposed  rule  (73  FR 
50751)  that  would  implement  the 
management  measures  recommended  by 
the  Council  in  Amendment  15.  The 


proposed  rule  comment  period  ended 
on  October  14,  2008.  NMFS  received 
comments  from  the  public,  and 
responds  as  follows': 

Comment  1 :  How  does  the  squid  jig 
fishery  indirectly  impact  seabirds  by 
reducing  prey  availability? 

Response:  In  subtropical  waters,  many 
of  the  seabird  species,  including 
boobies,  terns,  and  shearwaters,  are 
important  predators  of  squid,  especially 
S.  oualaniensis.  During  winter  and 
spring,  O.  bartramii  may  become  more 
common  prey  for  seabirds  as  the  squid 
undergo  southern  spawning  migrations 
to  the  subtropics  from  more  temperate 
waters  that  are  inhabited  during  the 
summer  and  fall.  However,  there  are 
currently  no  major  high  seas  fisheries  in 
the  central  North  Pacific  targeting  this 
squid  (or  any  of  the  three  species  being 
added  to  the  management  unit)  so  the 
impacts  on  this  seabird’s  prey  are  likely 
to  be  minimal.  This  rule  does  not 
change  squid  fishing  operations,  so 
there  will  be  no  changes  to  seabird  prey 
availability.  Improved  understanding  of 
western  Pacific  squid  jig  fisheries 
through  the  data  collection  and  observer 
programs  implemented  by  this  rule  will 
allow  NMFS  and  the  Council  to  better 
assess  the  potential  direct  and  indirect 
impacts  of  squid  jig  fisheries  on 
seabirds. 

Comment  2:  Given  that  information  is 
limited,  commercial  squid  fishing  is 
likely  to  impact  squid  stocks.  What  is 
the  basis  for  indicating  that  the  stocks 
are  healthy? 

Response:  A  major  purpose  of  the 
action  is  to  obtain  information  on  a 
domestic  fishery  about  which  we  know 
little.  Squids  are  fast-growing  and  short¬ 
lived,  with  high  natural  mortality  rates. 
Such  species  are  typically  able  to 
withstand  fishing  pressure  much  more 
resiliently  than  longer-lived,  slower- 
growing  species.  Even  if  heavily  fished, 
there  is  evidence  that  pelagic  squid 
populations  can  recover  rapidly.  For 
example,  stock  abundance  of  O. 
bartramii  in  the  western  central  Pacific 
was  extremely  low  in  1993,  probably 
due  to  high  fishing  rates  derived  from 
the  now  defunct  Asian  high  seas  driftnet 
fishery.  After  a  United  Nations  global 
moratorium  on  all  large-scale  driftnet 
fisheries  in  1992,  the  O.  bartramii  stock 
recovered  quickly  and  abundance  was 
high  during  1994-96. 

The  western  Pacific  pelagic  squid  jig 
fishery  for  O.  bartramii  is  inactive,  but 
during  2003,  when  the  high  seas 
component  of  the  fishery  was  last 
known  to  be  active,  our  best  ayailable 
information  indicates  that  four  vessels 
harvested  20,253  kg  of  pelagic  squid. 
Based  on  this  information,  it  appears  the 
magnitude  of  the  fishery  is  relatively 


small  compared  with  other  western 
Pacific  pelagic  fisheries,  such  as 
longline  and  tuna  purse  seine. 

Therefore,  we  believe  fishery  impacts  on 
squid  stock,  habitat,  non-target  fish 
species  and  protected  resources  (sea 
turtles,  seabirds,  marine  mammals)  are 
likely  to  be  commensurately  small,  if 
not  insignificant.  Nonetheless, 
permitting  and  reporting  requirements 
implemented  by  this  final  rule  will 
enable  NMFS  and  the  Council  to 
monitor  the  fishery  for  signs  of 
overfishing  and  initiate  management 
actions  in  a  timely  manner,  if 
warranted. 

Comment  3:  What  information  will  be 
collected  in  the  new  squid  fishing 
logbooks? 

Response:  The  data  to  be  collected 
include  environmental  conditions,  gear 
configuration,  fishing  effort,  catch  and 
discards,  bycatch,  and  protected  species 
interactions.  These  are  fishery- 
dependent  data  required  for 
management  action. 

Changes  From  the  Proposed  Rule 

There  are  no  changes  from  the 
proposed  rule. 

Classification 

The  Regional  Administrator,  Pacific  ' 
Islands  Region,  NMFS,  determined  that 
Pelagics  FMP  Amendment  15  is 
necessary  for  the  conservation  and 
management  of  the  pelagic  squid  fishery 
and  that  it  is  consistent  with  the 
Magnuson-Stevens  Act  and  other 
applicable  laws. 

■This  final  rule  has  been  determined  to 
be  not  significant  for  purposes  of 
Executive  Order  12866. 

The  Chief  Council  for  Regulation  of 
the  Department  of  Commerce  certified 
to  the  Chief  Council  for  Advocacy  of  the 
Small  Business  Administration  during 
the  proposed  rule  stage  that  this  action 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  factual  basis  for  the 
certification  was  published  in  the 
proposed  rule  and  is  not  repeated  here. 
No  comments  were  received  regarding 
this  certification.  As  a  result,  a 
regulatory  flexibility  analysis  was  not 
required  and  none  was  prepared. 

"rhis  final  rule  contains  collection-of- 
information  requirements  subject  to  the 
Paperwork  Reduction- Act  (PRA).  These 
requirements  have  not  yet  been 
approved  by  OMB,  but  such  approval  is 
expected  in  the  near  future.  NMFS  will 
publish  a  notice  when  these 
requirements  are  cleared  by  OMB  and 
are,  therefore,  effective  (see  DATES). 
NMFS  anticipates  that  initial  permit 
applications  would  require  0.5  hours 
per  applicant,  with  renewals  requiring 
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an  additional  0.5  hours  annually.  It  is 
estimated  that  NMFS  may  receive  and 
process  up  to  30  permit  applications 
each  year.  Thus,  the  total  collection-of- 
information  burden  to  fishermen  for 
permit  applications  is  estimated  at  15 
hours  per  year.  The  cost  for  individual 
Federal  permits  has  not  been 
determined,  but  would  represent  only 
the  administrative  cost  and  is 
anticipated  to  be  approximately  $30  per 
permit. 

NMFS  anticipates  the  time 
requirement  to  complete  Federal  catch 
reports  to  be  approximately  10  minutes 
per  vessel  per  fishing  day.  Assuming 
that  the  30  vessels  fish  during  up  to  100 
days  per  year,  the  total  collection-of- 
information  burden  estimate  for  fishing 
data  reporting  is  estimated  at  500  hours 
per  year.  These  estimates  include  the 
time  for  reviewing  instructions, 
searching  and  compiling  existing  data 
sources,  and  completing  and  reviewing 
the  collection  information.  Send 
comments  on  these  burden  estimates  or 
any  other  aspects  of  this  data  collection, 
including  suggestions  for  reducing  the 
burden  to  William  L.  Robinson  (see 
ADDRESSES),  and  by  e-mail  to 

David _ Rostker@omh.eop.gov  or  fa.x  to 

202-395-7285. 

Notwithstanding  any  other  provision 
of  the  law,  no  person  is  required  to 
respond  to,  and  no  person  shall  be 
subject  to  penalty  for  failure  to  comply 
with,  a  collection  of  information  subject 
to  the  requirements  of  the  PRA,  unless 
that  collection  of  information  displays  a 
currently  valid  OMB  control  number. 

List  of  Subjects  in  50  CFR  Part  665 

Administrative  practice  and 
procedure,  American  Samoa,  Fisheries, 
Fishing,  Guam,  Hawaii,  Hawaiian 
Natives,  Northern  Mariana  Islands, 
Pacififc  remote  island  areas.  Reporting 
and  recordkeeping  requirements. 

Dated:  November  17,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  for 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

■  For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  665  is  to  be 
amended  as  follows: 

PART  665— FISHERIES  IN  THE 
WESTERN  PACIFIC 

■  1.  The  authority  citation  for  part  665 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1801  et  seq. 

■  2.  In  §  665.12,  amend  the  definition 
for  “Pacific  Pelagic  Management  Unit 
Species”  by  adding  three  squid  species 
to  the  end  of  the  table,  and  add  a 


definition  for  “Squid  jig  fishing”  in 
alphabetical  order  to  read  as  follows: 

§  665.1 2  Definitions. 
***** 


Pacific  Pelagic  Management  Unit 
Species  *  *  * 


Common  name 

Scientific  name 

Squid: 

Diamondback  squid 

Thysanoteuthis 

rhombus 

Neon  flying  squid 

Ommastrephes 

bartramii 

Purpleback  flying 
squid 

Sthenoteuthis 

oualaniensis 

***** 

Squid  jig  fishing  means  fishing  for 
squid  that  are  Pelagic  management  unit 
species  using  a  hook  or  hooks  attached 
to  a  line  that  is  raised  and  lowered  in 
the  water  column  by  manual  or 
mechanical  means. 
***** 

■  3.  In  §  665.13,  revise  paragraphs 
(f)(2)(i)  through  (fK2)(v),  and  add  a  new 
paragraph  (f){2)(vi)  to  read  as  follows: 

§665.13  Permits  and  fees. 
***** 

(f)  Fees.  *  *  * 

(2)  *  *  * 

(i)  Hawaii  longline  limited  access 
permit. 

(ii)  Mau  Zone  limited  access  permit. 

(iii)  Coral  reef  ecosystem  special 
permit 

(iv)  American  Samoa  longline  limited 
access  permit. 

(v)  Main  Hawaiian  Islands  non¬ 
commercial  bottomfish  permit. 

(vi)  Western  Pacific  squid  jig  permit. 
***** 

■  4.  In  §  665.14,  revise  paragraph  (a)(1) 
to  read  as  follows: 

§665.14  Reporting  and  recordkeeping. 

(a)  Fishing  record  forms.  (1) 
Applicability,  (i)  The  operator  of  any 
fishing  vessel  subject  to  the 
requirements  of  §§665.21,  665.41, 
665.61(a)(2),  665.61(a)(3),  665.61(a)(4), 
665.81,  or  665.602  must  maintain  on 
board  the  vessel  an  accurate  and 
complete  record  of  catch,  effort,  and 
other  data  on  paper  report  forms 
provided  by  the  Regional  Administrator, 
or  electronically  as  specified  and 
approved  by  the  Regional 
Administrator,  except  as  allowed  in 
paragraph  (a)(l)(iii)  of  this  .section. 

(ii)  All  information  specified  by  the 
Regional  Administrator  must  be 


recorded  on  paper  or  electronically 
within  24  hours  after  the  completion  of 
each  fishing  day.  The  logbook 
information,  reported  on  paper  or 
electronically,  for  each  day  of  the 
fishing  trip  must  be  signed  and  dated  or 
otherwise  authenticated  by  the  vessel 
operator  in  the  manner  determined  by 
the  Regional  Administrator,  and  be 
submitted  or  transmitted  via  an 
approved  method  as  specified  by  the 
Regional  Administrator,  and  as  required 
by  this  paragraph  (a). 

(iii)  In  lieu  of  the  requirements  in 
paragraph  (a)(l)(i)  of  this  section,  the 
operator  of  a  fishing  vessel  registered  for 
use  under  a  Western  Pacific  squid  jig 
permit  pursuant  to  the  requirements  of 
§  665.21(g)  may  participate  in  a  state 
reporting  system.  If  participating  in  a 
state  reporting  system,  all  required 
information  must  be  recorded  and 
submitted  in  the  exact  manner  required 
by  applicable  state  law  or  regulation. 
***** 

■  5.  In  §  665.21 ,  redesignate  paragraphs 
(g)  through  (n)  as  paragraphs  (h)  through 
(o),  and  add  a  new  paragraph  (g)  to  read 
as  follows: 

§665.21  Permits. 

***** 

(g)  A  vessel  of  the  United  States  must 
be  registered  for  use  under  a  Western 
Pacific  squid  jig  fishing  permit,  if  that 
vessel  is  more  than  50  ft  (15.4  m)  in 
length  overall  and  is  used  to  squid  jig 
fish  in  FEZ  waters  around  American 
Samoa,  the  CNMI,  Guam,  Hawaii,  or  the 
PRIA. 

***** 

■  6.  In  §  665.22  add  new  paragraph  (zz) 
to  read  as  follows: 

§665.22  Prohibitions. 
***** 

(zz)  Use  a  vessel  that  is  greater  than 
50  ft  (15.4  m)  in  length  overall  to  squid 
jig  fish  in  EEZ  waters  around  American 
Samoa,  the  CNMI,  Guam,  Hawaii,  or  the 
PRIA,  without  a  Western  Pacific  squid 
jig  fishing  permit  registered  for  use  with 
that  vessel,  in  violation  of  §  665.21(g). 

■  7.  In  §  665.23,  revise  paragraph  (a), 
redesignate  paragraphs  (b)  and  (c)  as 
paragraphs  (d)  and  (e),  and  add  new 
paragraphs  (b)  and  (c)  to  read  as  follows: 

§  665.23  Notifications. 

(a)  The  permit  holder,  or  designated 
agent,  for  any  vessel  registered  for  use 
under  a  Hawaii  longline  limited  access 
permit,  or  for  any  vessel  greater  than  40 
ft  (12.2  m)  in  length  overall  that  is 
registered  for  use  under  an  American 
Samoa  longline  limited  access  permit, 
shall  provide  a  notice  to  the  Regional 
Administrator  at  least  72  hours  (not 


Federal  Register / Vol.  73,  No.  226 /Friday,  November  21,  2008 /Rules  and  Regulations 


70603 


including  weekends  and  Federal 
holidays)  before  the  vessel  leaves  port 
on  a  fishing  trip,  any  part  of  which 
occurs  in  the  EEZ  around  the  Hawaiian 
Archipelago  or  American  Samoa.  The 
vessel  operator  will  be  presumed  to  be 
an  agent  designated  by  the  permit 
holder  unless  the  Regional 
Administrator  is  otherwise  notified  by 
the  permit  holder.  The  permit  holder  or 
designated  agent  for  a  vessel  registered 
for  use  under  Hawaii  longline  limited 
access  permits  must  also  provide 
notification  of  the  trip  type  (either  deep¬ 
setting  or  shallow -setting). 

(b)  The  permit  holder,  or  designated 
agent,  for  any  vessel  registered  for  use 
under  a  Western  Pacific  squid  jig  fishing 
permit  that  is  greater  than  50  ft  (15.4  m) 
in  length  overall,  shall  provide  a  notice 
to  the  Regional  Administrator  at  least  72 
hours  (not  including  weekends  and 
Federal  holidays)  before  the  vessel 
leaves  port  on  a  fishing  trip,  any  part  of 
which  occurs  in  western  Pacific  EEZ 
waters.  The  vessel  operator  will  be 
presumed  to  be  an  agent  designated  by 
the  permit  holder  unless  the  Regional 
Administrator  is  otherwise  notified  by 
the  permit  holder. 

(c)  For  purposes  of  this  section,  the 
notice  must  be  provided  to  the  office  or 
telephone  number  designated  by  the 
Regional  Administrator.  The  notice 
must  provide  the  official  number  of  the 
vessel,  the  name  of  the  vessel,  the 
intended  departure  date,  time,  and 
location,  the  name  of  the  operator  of  the 
vessel,  and  the  name  and  telephone 
number  of  the  permit  holder  or 
designated  agent  to  be  available  between 
8  a.m.  and  5  p.m.  (local  time)  on 
weekdays  for  NMFS  to  contact  to 
arrange  observer  placement. 
***** 

[FR  Doc  E8-27775  Filed  11-20-08;  8:45  am) 
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Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Final  rule. 


SUMMARY:  This  final  rule  implements 
Amendment  13  to  the  Fishery 
Management  Plan  for  Crustacean 
Fisheries  of  the  Western  Pacific  Region 
(Crustacean  FMP).  The  rule  designates 
deepwater  shrimp  of  the  genus 
Heterocarpus  as  management  unit 
species  (MUS),  and  requires  Federal 
permits  and  data  reporting  for 
deepwater  shrimp  fishing  in  Federal 
waters  of  the  western  Pacific.  The  final 
rule  is  intended  to  improve  information 
on  deepwater  shrimp  fisheries  and  their 
ecosystem  impacts,  and  to  provide  a 
basis  for  future  management  of  the 
fisheries,  if  needed. 

DATES:  This  final  rule  is  effective 
December  22,  2008,  except  for  the 
amendments  to  §§665.13,  665.41,  and 
665.42,  which  require  approval  by  the 
Office  of  Management  and  Budget 
(OMB)  under  the  Paperwork  Reduction 
Act  (PRA).  When  OMB  approval  is 
received,  the  effective  date  will  be 
announced  in  the  Federal  Register. 
ADDRESSES:  The  Fishery  Management 
Plan  for  Crustacean  Fisheries  of  the 
Western  Pacific  Region  and  Amendment 
13  are  available  from  the  Western 
Pacific  Fishery  Management  Council 
(Council),  1164  Bishop  St.,  Suite  1400, 
Honolulu,  HI  96813,  tel  808-522-8220, 
fax  808-522-8226,  or 
WWW.  wpco  uncil.  org. 

Written  comments  regarding  the 
burden-hour  estimates  or  other  aspects 
of  the  collection-of-information 
requirements  contained  in  this  final  rule 
may  be  submitted  to  William  L. 
Robinson,  Regional  Administrator, 
NMFS,  Pacific  Islands  Region  (PIR),  - 
1601  Kapiolani  Blvd,  Suite  1110, 
Honolulu,  HI  96814—4700,  and  by  e- 

mail  to  David _ Rostker@omb.eop.gov, 

or  fax  to  202-395-7285. 

FOR  FURTHER  INFORMATION  CONTACT: 

Brett  Wiedoff,  NMFS  PIR  Sustainable 
Fisheries  Division,  808-944-2272. 
SUPPLEMENTARY  INFORMATION:  This  final 
rule  is  accessible  at  the  Office  of  the 
Federal  Register’s  web  site; 
www.gpoaccess.gov/fr/. 

Crustacean  fisheries  in  the  western 
Pacific  are  Federally-managed  within 
the  waters  of  the  U.S.  Exclusive 
Economic  Zone  (EEZ)  around  American 
Samoa,  the  Commonwealth  of  the 
Northern  Mariana  Islands  (CNMI), 
Guam,  Hawaii,  and  the  Pacific  Remote 
Island  Areas  (PRIA,  comprising  Palmyra 
Atoll,  Kingman  Reef,  Jarvis  Island, 

Baker  Island,  Howland  Island,  Johnston 
Atoll,  Wake  Island,  and  Midway  Atoll). 
The  EEZ  around  the  CNMI  and  PRIA 
extends  from  the  shoreline  seaward  to 
200  nautical  miles  (nm),  and  the  EEZ 
around  the  other  islands  extends  from 
three  to  200  nm  offshore.  Currently,  the 


crustaceans  FMP  management  unit 
species  include  the  spiny  lobsters 
Panulirus  marginatus  and  P. 
penicillatus,  slipper  lobsters  of  the 
family  Scyllaridae,  and  Kona  (spanner) 
crab,  Ranina  ranina. 

Western  Pacific  commercial  trap 
fisheries  for  deepwater  shrimp  are 
intermittent.  There  have  been  sporadic 
operations  in  Hawaii  since  the  1960s, 
small-scale  fisheries  in  Guam  during  the 
1970s,  and  some  activity  in  the  CNMI 
during  the  mid-1990s.  The  fisheries 
have  been  unregulated,  and  there  has 
been  no  comprehensive  collection  of 
information  about  the  fisheries.  Most  of 
these  fishing  ventures  have  been  short¬ 
lived,  probably  as  a  result  of  sometimes- 
frequent  loss  of  traps,  a  shrimp  product 
with  a  short  shelf  life  and  history  of 
inconsistent  quality,  and  the  rapid 
localized  depletion  of  deepwater  shrimp 
stocks  leading  to  low  catch  rates. 

Despite  these  hurdles,  interest  in 
deepwater  shrimp  fisheries  continues. 

Amendment  13  designates  deepwater 
shrimp  of  the  genus  Heterocarpus  as 
management  unit  species  under  the  • 
FMP,  and  requires  Federal  permits  and 
reporting  for  deepwater  shrimp  fishing 
in  the  U.S.  EEZ.  The  species  complex 
includes  all  eight  species  of  deepwater 
shrimp  in  the  western  Pacific 
[Heterocarpus  ensifer,  H.  laevigatus,  H. 
sibogae,  H.  gibbosus,  H.  lepidus,  H. 
dorsalis,  H.  tricarinatus  and  H. 
longirostris).  The  monitoring  program 
(permits  and  logbooks)  is  intended  to 
improve  understanding  of  these 
fisheries  and  their  impact  on  marine 
ecosystems.  Although  currently  there 
are  no  resource  concerns  regarding 
western  Pacific  deepwater  shrimp,  the 
designation  of  these  shrimp  as 
management  unit  species  provides  a 
basis  for  management  of  the  fisheries,  if 
warranted  in  the  future. 

In  addition  to  the  final  rule. 
Amendment  13  designates  Essential 
Fish  Habitat  (EFH)  for  Heterocarpus 
spp.,  as  required  under  the  Magnuson- 
Stevens  Act.  EFH  was  designated  for  the 
complete  assemblage  of  adult  and 
juvenile  Heterocarpus  as  the  outer  reef 
slopes  between  300  and  700  meters 
surrounding  all  islands  and  submerged 
banks  in  EEZ  waters  of  the  western 
Pacific. 

In  addition  to  adding  deepwater 
shrimp  to  the  management  unit,  this 
final  rule  reorganizes  some  existing 
regulations  relating  to  the  Northwestern 
Hawaiian  Islands  (NWHI)  lobster 
limited  access  permit  program.  These 
regulations,  now4n  paragraphs 
§  665.41(a)(1),  (a)(3),  (a)(4),  and 
665.41(d).  8fre  consolidated  into 
paragraph  §  665.41(d).  The  regulations 
also  clarify  that  the  harvest  of 
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crustacean  management  unit  species 
within  the  NWHI  Marine  National 
Monument  is  subject  to  the 
requirements  of  50  CFR  part  404. 

Additional  background  information 
on  this  final  rule  may  be  found  in  the 
preamble  to  the  proposed  rule 
published  on  August  22,  2008  (73  FR 
49638),  and  is  not  repeated  here. 

Comments  and  Responses 

On  August  14,  2008,  NMFS  published 
a  notice  of  availability  and  request  for 
public  comment  on  Amendment  13, 
including  a  Draft  Environmental 
Assessment  (73  FR  47577).  The 
amendment  comment  period  ended  on 
October  14,  2008.  On  August  28,  2008, 
NMFS  published  a  proposed  rule  (73  FR 
50751)  that  would  implement  the 
mainagement  measures  recommended  by 
the  Council  in  Amendment  13.  The 
proposed  rule  comment  period  ended 
on  October  6,  2008.  NMFS  received 
comments  from  the  public,  and 
responds  as  follows: 

‘  Comment  1:  “Ghost  fishing,”  or 
harvesting  by  traps  that  are  lost  and  left 
on  the  fishing  grounds,  can  be  a 
problem  when  traps  are  lost,  and 
modifications  to  trap  design  can  lessen 
or  eliminate  the  problem  of  ghost 
hshing  by  lost  traps.  Is  trap  design 
considered  in  this  rule? 

Response:  The  final  rule  does  not 
specify  trap  design  or  fishing  operations 
to  reduce  the  potential  for  ghost  fishing. 
The  rule  establishes  deepwater  shrimp 
as  a  management  unit  species,  and 
implements  permitting  and  data 
collection  programs.  These  measures 
w’ill  ensure  that  quality  information  is 
collected  about  the  fishery,  including 
gear  loss,  and  will  establish  a 
foundation  for  regulating  the  fishery,  if 
needed  in  the  future.  If  the  information 
indicates  that  gear  loss  and  resulting 
ghost  fishing  are  significant  problems, 
the  Council  and  NMFS  could  consider 
measures  to  mitigate  the  problem,  as 
necessary. 

Comment  2:  If  these  deepwater 
shrimp  are  found  as  deep  as  800  m,  and 
if  the  highest  catches  of  deepwater 
shrimp  in  the  NWHI  were  made  at  500- 
800  m,  why  is  Essential  Fish  Habitat 
(EFH)  being  established  by  Amendment 
13  only  to  a  lower  depth  limit  of  700  m? 

Response:  Certain  habitat  is  being 
designated  as  “essential”  for  the 
complete  assemblage  of  adults  and 
juveniles  of  all  eight  species;  there  may 
be  individuals  or  species  that  are  found 
and  harvested  shallower  or  deeper.  As 
new  information  about  these  species 
and  the  fishery  that  targets  them 
becomes  available,  the  Council  and 
NMFS  may  reconsider  the  EFH 
designations. 


Changes  From  the  Proposed  Rule 

There  are  no  changes  from  the 
proposed  rule. 

Classification 

The  Regional  Administrator,  Pacific 
Islands  Region,  NMFS,  determined  that 
Crustaceans  FMP  Amendment  13  is 
necessary  for  the  conservation  and 
management  of  the  deepwater  shrimp 
fishery,  and  that  it  is  consistent  with  the 
Magnuson-Stevens  Fishery 
Conservation  and  Management  Act  and 
other  applicable  laws. 

This  final  rule  has  been  determined  to 
be  not  significant  for  purposes  of 
Executive  Order  12866. 

The  Chief  Council  for  Regulation  of 
the  Department  of  Commerce  certified 
to  the  Chief  Council  for  Advocacy  of  the 
Small  Business  Administration  during 
the  proposed  rule  stage  that  this  action 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  factual  basis  for  the 
certification  was  published  in  the 
proposed  rule  and  is  not  repeated  here. 
No  comments  were  received  regarding 
this  certification.  As  a  result,  a 
regulatory  flexibility  analysis  was  not 
required  and  none  was  prepared. 

This  final  rule  contains  collection-of- 
information  requirements  subject  to  the 
PRA.  These  requirements  have  not  yet 
been  approved  by  OMB,  but  such 
approval  is  expected  in  the  near  future. 
NMFS  will  publish  a  notice  when  these 
requirements  are  cleared  by  OMB  and 
are,  therefore,  effective  (see  DATES). 

NMFS  anticipates  that  initial  permit 
applications  would  require  0.5  hours 
per  applicant,  with  renewals  requiring 
an  additional  0.5  hours  annually.  It  is 
estimated  that  NMFS  may  receive  and 
process  up  to  10  permit  applications 
each  year.  Thus,  the  total  collection-of- 
information  burden  to  fishermen  for 
permit  applications  is  estimated  at  five 
(5)  hours  per  year.  The  cost  for 
individual  Federal  permits  has  not  been 
determined,  but  would  represent  only 
the  administrative  cost  and  is 
anticipated  to  be  approximately  $30  per 
permit. 

NMFS  anticipates  the  time 
requirement  to  complete  Federal  catch 
reports  to  be  approximately  10  minutes 
per  vessel  per  fishing  day.  Assuming 
that  10  vessels  fish  up  to  100  days  per 
year,  the  total  collection-of-information 
burden  estimate  for  fishing  data 
reporting  is  estimated  at  167  hours  per 
year.  Send  comments  regarding  these 
burden  estimates  or  any  other  aspect  of 
this  data  collection,  including 
suggestions  for  reducing  the  burden,  to 
William  L.  Robinson  (see  ADDRESSES), 
and  by  e-mail  to 


David  Rostker@omb.eop.gov  or  fax  to 
202-395-7285. 

Notwithstanding  any  other  provision 
of  the  law,  no  person  is  required  to 
respond  to,  and  no  person  shall  be 
subject  to  penalty  for  failure  to  comply 
with,  a  collection  of  information  subject 
to  the  requirements  of  the  PRA,  unless 
that  collection  of  information  displays  a 
currently  valid  OMB  control  number. 
List  of  Subjects  in  50  CFR  Part  665 
Administrative  practice  and 
procedure,  American  Samoa.  Fisheries, 
Fishing,  Guam,  Hawaii,  Hawaiian 
Natives,  Northern  Mariana  Islands, 
Pacific  remote  island  areas.  Reporting 
and  recordkeeping  requirements. 

Dated:  November  17,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  For 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

■  For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  665  is  amended 
as  follows: 

PART  665— FISHERIES  IN  THE 
WESTERN  PACIFIC 

■  1.  The  authority  citation  for  50  CFR 
part  665  continues  to  read  as  follows: 

Authority:  16  U.S.C.  1801  et  seq. 

■  2.  In  §  665.12,  revise  the  definition  of 
“Crustaceans  management  unit  species” 
to  read  as  follows: 

§665.12  Definitions. 

*  *  ‘  *  *  * 


Crustaceans  management  unit  species 
means  the  following  crustaceans: 


Common  Name 

Scientific  Name 

Spiny  lobsters 

Slipper  lobsters 
Kona  crab 
Deepwater  shrimp 

Panulirus  marginatus . 

P.  penicillatus, 
family  Scyllaridae. 

Ranina  ranina. 
Heterocarpus  spp.. 

*  *  *  * 

* 

■  3.  In  §  665.13,  revise  paragraphs 
(f)(2)(i)  through  (f)(2)(v),  and  add  a  new 
paragraph  (f)(2)(vi)  to  read  as  follows: 

§  665.1 3  Permits  and  fees. 
***** 

(fl  *  *  * 

(2)  *  *  * 

(i)  Hawaii  longline  limited  access 
permit. 

(ii)  Mau  Zone  limited  access  permit. 

(iii)  Coral  reef  ecosystem  special 
permit. 

(iv)  American  Samoa  longline  limited 
access  permit. 

(v)  Main  Hawaiian  Islands  non¬ 
commercial  bottomfish  permit. 

(vi)  Crustaceans  permit. 
***** 
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■  4.  In  §  665.41,  revise  paragraphs  (a) 
and  (d)  to  read  as  follows; 

§  665.41  Permits. 

(a)  Applicability.  (1)  The  owner  of  any 
vessel  used  to  fish  for  lobster  in 
Crustaceans  Permit  Area  1  must  have  a 
lobster  limited  access  permit  issued  for 
such  vessel. 

(2)  The  owner  of  any  vessel  used  to 
fish  for  lobster  in  Crustaceans  Permit 
Areas  2,  3,  or  4  must  have  a  permit 
issued  for  that  vessel. 

(3)  The  owmer  of  any  vessel  used  to 
fish  for  deepwater  shrimp  in 
Crustaceans  Permit  Areas  1,  2,  3,  or  4 
must  have  a  permit  issued  for  that 
vessel. 

(4)  Harvest  of  crustacean  management 
unit  species  within  the  Northwestern 
Hawaiian  Islands  Marine  National 
Monument  is  subject  to  the 
requirements  of  50  CFR  part  404. 
***** 

(d)  Lobster  Limited  Access  Permit 
Requirements. 

(1)  A  lobster  limited  access  permit  is 
valid  for  fishing  only  in  Crustaceans 
Permit  Area  1. 

(2)  Only  one  permit  will  be  assigned 
to  any  vessel. 

(3)  No  vessel  owner  will  have  permits 
for  a  single  vessel  to  harvest  lobsters  in 
Permit  Areas  1  and  2  at  the  same  time. 

(4)  A  maximum  of  15  limited  access 
permits  can  be  valid  at  any  time. 
***** 

■  5.  In  §  665.42,  add  a  new  paragraph  (c) 
to  read  as  follows. 

§665.42  Prohibitions. 
***** 

(c)  In  any  Crustaceans  Permit  Area,  it 
is  unlawful  for  any  person  to: 

(1)  Fish  for,  take,  or  retain  deepwater 
shrimp  without  a  permit  issued  under 
§665.41. 

(2)  Falsify  or  fail  to  make,  keep, 
maintain,  or  submit  Federal  reports  and 
records  of  harvests  of  deepwater  shrimp 
as  required  under  §  665.14. 

[FR  Doc.  E8-27773  Filed  11-20-08;  8:45  am) 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  679 

[Docket  No.  071106671-8010-02] 

RIN  0648-XL92 

Fisheries  of  the  Exclusive  Economic 
Zone  Off  Alaska;  Northern  Rockfish  in 
the  Gulf  of  Alaska 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Temporary  rule;  modification  of 
a  closure. 

SUMMARY:  NMFS  is  opening  directed 
fishing  for  northern  rockfish  in  the 
Western  Regulatory  Area  of  the  Gulf  of 
Alaska  (GOA).  This  action  is  necessary 
to  fully  use  the  2008  total  allowable 
catch  (TAG)  of  northern  rockfish  in  the 
Western  Regulatory  Area  of  the  GOA. 
OATES:  Effective  1200  hrs,  Alaska  local 
time  (A.l.t.),  November  18,  2008, 
through  2400  hrs,  A.l.t.,  December  31, 
2008.  Comments  must  be  received  at  the 
following  address  no  later  than  4:30 
p.m.,  A.l.t.,  December  3,  2008. 
ADDRESSES:  Send  comments  to  Sue 
Salveson,  Assistant  Regional 
Administrator,  Sustainable  Fisheries 
Division,  Alaska  Region,  NMFS,  Attn: 
Ellen  Sebastian.  You  may  submit 
comments,  identified  by  “RIN  0648- 
XL92,”  by  any  one  of  the  following 
methods: 

•  Electronic  Submissions;  Submit  all 
electronic  public  comments  via  the 
Federal  eRulemaking  Portal  website  at 
http://www.regulations.gov. 

•  Mail:  P.  O.  Box  21668,  Juneau,  AK 
99802. 

•  Fax:  (907)  586-7557. 

•  Hand  delivery  to  the  Federal 
Building:  709  West  9th  Street,  Room 
420A,  Juneau,  AK. 

All  comments  received  are  a  part  of 
the  public  record  and  will  generally  be 
posted  to  http:/ /v^ww. regulations. gov 
without  change.  All  Personal  Identifying 
Information  (e.g.,  name,  address) 
voluntarily  submitted  by  the  commenter 
may  be  publicly  accessible.  Do  not 
submit  Confidential  Business 
Information  or  otherwise  sensitive  or 
protected  information. 

NMFS  will  accept  anonymous 
comments  (enter  N/A  in  the  required 
fields,  if  you  wish  to  remain 
anonymous).  Attachments  to  electronic 
comments  will  be  accepted  in  Microsoft 
Word,  Excel,  WordPerfect,  or  Adobe 
portable  document  file  (pdf)  formats 
only. 


FOR  FURTHER  INFORMATION  CONTACT: 

Steve  Whitney,  907-586-7269. 
SUPPLEMENTARY  INFORMATION:  NMFS 
manages  the  groundfish  fishery  in  the 
GOA  exclusive  economic  zone 
according  to  the  Fishery  Management 
Plan  for  Groundfish  of  the  Gulf  of 
Alaska  (FMP)  prepared  by  the  North 
Pacific  Fishery  Management  Council 
under  authority  of  the  Magnuson- 
Stevens  Fishery  Conservation  and 
Management  Act.  Regulations  governing 
fishing  by  U.S.  vessels  in  accordance 
with  the  FMP  appear  at  subpart  H  of  50 
CFR  part  600  and  50  CFR  part  679. 

NMFS  closed  the  directed  fishery  for 
northern  rockfish  in  the  Western 
Regulatory  Area  of  the  GOA  on  October 
6,  2008  (73  FR  58899,  October  8,  2008). 

NMFS  has  determined  that 
approximately  258  mt  of  the  2008  TAG 
of  northern  rockfish  in  the  Western 
Regulatory  Area  of  the  GOA  remain  in 
the  directed  fishing  allowance. 
Therefore,  in  accordance  with 
§  679.25(a)(l)(i),  (a)(2)(i)(C),  and 
(a)(2)(iii)(D),  and  to  fully  utilize  the 
2008  TAG  of  northern  rockfish  in  the 
Western  Regulatory  Area  of  the  GOA, 
NMFS  is  terminating  the  previous 
closure  and  is  reopening  directed 
fishing  for  northern  rockfish  in  the 
Western  Regulatory  Area  of  the  GOA. 
The  opening  is  effective  1200  hrs,  A.l.t., 
November  18,  2008,  through  2400  hrs, 
A.l.t.,  December  31,  2008. 

Classification 

This  action  responds  to  the  best 
available  information  recently  obtained 
from  the  fishery.  The  Assistant 
Administrator  for  Fisheries,  NOAA, 
(AA)  finds  good  cause  to  waive  the 
requirement  to  provide  prior  notice  and 
opportunity  for  public  comment 
pursuant  to  the  authority  set  forth  at  5 
U.S.C.  553(b)(B)  as  such  a  requirement 
is  impracticable  and  contrary  to  the 
public  interest.  This  requirement  is 
impracticable  and  contrary  to  the  public 
interest  as  it  would  prevent  NMFS  from 
responding  to  the  most  recent  fisheries 
data  in  a  timely  fashion  and  would 
delay  the  opening  of  the  northern 
rockfish  fishery  in  the  Western 
Regulatory  Area  of  the  GOA.  Immediate 
notification  is  necessary  to  allow  for  the 
orderly  conduct  and  efficient  operation 
of  this  fishery,  to  allow  the  industry  to 
plan  for  the  fishing  season,  and  to  avoid 
potential  disruption  to  the  fishing  fleet 
and  processors.  NMFS  was  unable  to 
publish  a  notice  providing  time  for 
public  comment  because  the  most 
recent,  relevant  data  only  became 
available  as  of  November  13,  2008. 

The  AA  also  finds  good  cause  to 
waive  the  30-day  delay  in  the  effective 
date  of  this  action  under  5  U.S.C. 
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553(d)(3).  This  finding  is  based  upon 
the  reasons  provided  above  for  waiver  of 
prior  notice  and  opportunity  for  public 
comment. 

Without  this  inseason  adjustment, 
NMFS  could  not  allow  the  Pacific  ocean 
perch  fishery  in  the  Western  Regulatory 
Area  of  the  GOA  to  be  harvested  in  an 
expedient  maimer  and  in  accordance 


with  the  regulatory  schedule.  Under 
§  679.25(c)(2),  intfjrested  persons  are 
invited  to  submit  written  comments  on 
this  action  to  the  above  address  until 
December  3,  2008. 

This  action  is  required  by  §  679.20 
and  §  679.25  and  is  exempt  from  review 
under  Executive  Order  12866. 


Authority:  16  U.S.C.  1801  et  seq. 

Dated:  November  18,  2008. 

Emily  H.  Menashes 
Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E8-27743  Filed  11-18-08;  4:15  pm] 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


NUCLEAR  REGULATORY 
COMMISSION 

10CFRPart72 
RIN  3150-AI51 
[NRC-2008-0568] 

List  of  Approved  Spent  Fuel  Storage 
Casks;  MAGNASTOR  Addition 

agency:  Nuclear  Regulatory 
Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  U.  S.  Nuclear  Regulatory 
Commission  (NRC)  is  proposing  to 
amend  its  spent  fuel  storage  cask 
regulations  by  adding  the  MAGNASTOR 
System  to  the  list  of  “Approved  Spent 
Fuel  Storage  Casks.”  This  proposed  rule 
would  allow  the  holders  of  power 
reactor  operating  licenses  to  store  spent 
fuel  in  the  MAGNASTOR  System  under 
a  general  license. 

DATES:  Comments  on  the  proposed  rule 
must  be  received  on  or  before  December 
22,  2008. 

ADDRESSES:  You  may  submit  comments 
by  any  one  of  the  following  methods. 
Comments  submitted  in  writing  or  in 
electronic  form  will  be  made  available 
for  public  inspection.  Because  your 
comments  will  not  be  edited  to  remove 
any  identifying  or  contact  information, 
the  NRC  cautions  you  against  including 
any  information  in  your  submission  that 
you  do  not  want  to  be  publicly 
disclosed. 

Federal  e-RuIemaking  Portal:  Go  to 
http://www.regulations.gov  and  search 
for  documents  filed  under  Docket  ID 
(NRC-2008-0568].  Address  questions 
about  NRC  dockets  to  Carol  Gallagher 
301-415-5905;  e-mail 
Carol.  Gallagher@nrc.gov. 

Mail  comments  to:  Secretary,  U.S. 
Nuclear  Regulatory  Commission. 
Washington,  DC  20555-0001,  ATTN: 
Rulemakings  and  Adjudications  Staff. 

E-mail  comments  to: 
Rulemaking.Comments@nrc.gov.  If  you 
do  not  receive  a  reply  e-mail  confirming 
that  we  have  received  your  comments, 
contact  us  directly  at  301-415-1677. 


Hand  deliver  comments  to:  11555 
Rockville  Pike,  Rockville,  Maryland 
20852,  between  7:30  a.m.  and  4:15  p.m. 
Federal  workdays.  (Telephone  301-415- 
1677). 

Fax  comments  to:  Secretary,  U.S. 
Nuclear  Regulatory  Commission  at  301- 
415-1101. 

You  can  access  publicly  available 
documents  related  to  this  document 
using  the  following  methods: 

NRC’s  Public  Document  Room  (PDR): 
The  public  may  examine  tmd  have 
copied  for  a  fee  publicly  available 
documents  at  the  NRC’s  PDR,  Public  • 
File  Area  0-1F21,  One  White  Flint 
North,  11555  Rockville  Pike,  Rockville, 
Maryland. 

NRC’s  Agencywide  Documents  Access 
and  Management  System  (ADAMS): 
Publicly  available  documents  created  or 
received  at  the  NRC  are  available 
electronically  at  the  NRC’s  Electronic 
Reading  Room  at  http://www.nrc.gov/ 
reading-rm/adams.html.  From  this  page, 
the  public  can  gain  entry  into  ADAMS, 
which  provides  text  and  image  files  of 
NRC’s  public  documents.  If  you  do  not 
have  access  to  ADAMS  or  if  there  are 
problems  in  accessing  the  documents 
located  in  ADAMS,  contact  the  NRC’s 
PDR  Reference  staff  at  1-800-397-4209, 
301-415-4737  or  by  e-mail  to 
pdr.resource@nrc.gov.  An  electronic 
copy  of  the  proposed  Certificate  of 
Compliance  (CoC)  No.  1031,  the 
proposed  technical  specifications  (TS), 
and  the  preliminary  safety  evaluation 
report  (SER)  can  be  found  under 
ADAMS  Package  Number 
ML082420063. 

The  proposed  CoC  No.  1031,  the 
proposed  TS,  the  preliminary  SER,  and 
the  environmental  assessment  are 
available  for  inspection  at  the  NRC  PDR, 
11555  Rockville  Pike,  Rockville,  MD. 
Single  copies  of  these  documents  may 
be  obtained  from  Jayne  M.  McCausIand, 
Office  of  Federal  and  State  Materials 
and  Environmental  Management 
Programs,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  DC  20555- 
0001,  telephone  (301)  415-6219,  e-mail 
Jayne. McCa  usland@nrc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jayne  M.  McCausIand,  Office  of  Federal 
and  State  Materials  and  Environmental 
Management  Programs,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555-0001,  telephone  (301)  415- 
6219,  e-mail 

Jayne.McCausland@nrc.gov. 


SUPPLEMENTARY  INFORMATION:  For 

additional  supplementary  information, 
see  the  direct  final  rule  published  in  the 
Rules  and  Regulations  section  of  this 
Federal  Register. 

Procedural  Background 

Because  NRC  considers  this  action 
noncontroversial  and  routine,  the  NRC 
is  publishing  this  proposed  rule 
concurrently  as  a  direct  final  rule 
elsewhere  in  this  issue  of  the  Federal 
Register.  Adequate  protection  of  public 
health  and  safety  continues  to  be 
ensured.  The  direct  final  rule  will 
become  effective  on  February  4,  2009. 
However,  if  the  NRC  receives  signihcant  - 
adverse  comments  on  the  direct  final 
rule  by  December  22,  2008,  then  the 
NRC  w’ill  publish  a  document  that 
withdraws  the  direct  final  rule.  If  the 
direct  final  rule  is  withdrawn,  the  NRC 
will  address  the  comments  received  in 
response  to  the  proposed  rule  in  a 
subsequent  final  rule.  Absent  significant 
modifications  to  the  proposed  revisions 
requiring  republication,  the  NRC  will 
not  initiate  a  second  comment  period  on 
this  action  in  the  event  the  direct  final 
rule  is  withdrawn 

A  significant  adverse  comment  is  a 
comment  where  the  commenter 
explains  why  the  rule  would  be 
inappropriate,  including  challenges  to 
the  rule’s  underlying  premise  or 
approach,  or  would  be  ineffective  or 
unacceptable  without  a  change.  A 
comment  is  adverse  and  significant  if: 

(1)  The  comment  opposes  the  rule  and 
provides  a  reason  sufficient  to  require  a 
substantive  response  in  a  notice-and- 
comment  process.  For  example,  a 
substantive  response  is  required  when: 

(a)  The  comment  causes  the  NRC  staff 
to  reevaluate  (or  reconsider)  its  position 
or  conduct  additional  analysis; 

(h)  The  comment  raises  an  issue 
serious  enough  to  warrant  a  substantive 
response  to  clarify  or  complete  the 
record;  or 

(c)  The  comment  raises  a  relevant 
issue  that  was  not  previously  addressed 
or  considered  by  the  NRC  staff. 

(2)  The  comment  proposes  a  change 
or  an  addition  to  the  rule,  emd  it  is 
apparent  that  the  rule  would  be 
ineffective  or  unacceptable  without 
incorporation  of  the  change  or  addition. 

(3)  The  comment  causes  the  NRC  staff 
to  make  a  change  (other  than  editorial) 
to  the  rule,  CoC,  or  TS. 

For  additional  procedural  information 
and  the  regulatory  analysis,  see  the 
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direct  final  rule  published  in  the  Rules 
and  Regulations  section  in  this  issue  of 
the  Federal  Register. 

List  of  Subjects  in  10  CFR  Part  72 

Administrative  practice  and 
procedure.  Hazardous  waste.  Nuclear 
materials.  Occupational  safety  and 
health.  Radiation  protection,  Reporting 
and  recordkeeping  requirements. 
Security  measures.  Spent  fuel. 
Whistleblowing. 

For  the  reasons  set  out  in  the 
preamble  and  under  the  authority  of  the 
Atomic  Energy  Act  of  1954,  as  amended; 
the  Energy  Reorganization  Act  of  1974, 
as  amended;  the  Nuclear  Waste  Policy 
Act  of  1982,  as  amended,  and  5  U.S.C. 
553;  the  NRC  is  proposing  to  adopt  the 
following  junendments  to  10  CFR  Part 
72. 

PART  72— LICENSING 
REQUIREMENTS  FOR  THE 
INDEPENDENT  STORAGE  OF  SPENT 
NUCLEAR  FUEL,  HIGH-LEVEL 
RADIOACTIVE  WASTE,  AND 
REACTOR-RELATED  GREATER  THAN 
CLASS  C  WASTE 

1.  The  authority  citation  for  Part  72 
continues  to  read  as  follows: 

Authority:  Secs.  51.  53,  57.  62,  63,  65.  69, 
81,  161,  182,  183,  184,  186,  187,  189,  68  Stat. 
929,  930,  932,  933,  ^4,  935,  948,  953,  954, 
955,  as  amended,  sec.  234,  83  Stat.  444,  as 
amended  (42  U.S.C.  2071,  2073,  2077,  2092, 
2093,  2095,  2099,  2111,  2201,  2232,  2233, 
2234,  2236,  2237,  2238,  2282);  sec.  274,  Pub. 
L.  86-373,  73  Stat.  688,  as  amended  (42 
U.S.C.  2021):  sec.  201,  as  amended,  202,  206, 
88  Stat.  1242,  as  amended.  1244,  1246  (42 
U.S.C.  5841,  5842,  5846);  Pub.  L.  95-601,  sec. 
10,  92  Stat.  2951  as  amended  by  Pub.  L.  102- 
486,  sec.  7902,  106  Stat.  3123  (42  U.S.C. 
5851):  sec.  102,  Pub.  L.  91-190,  83  Stat.  853 
(42  U.S.C.  4332);  secs.  131,  132, 133,  135, 

137,  141,  Pub.  L.  97-425,  96  Stat.  2229,  2230, 
2232,  2241,  sec.  148,  Pub.  L.  100-203,  101 
Stat.  1330-235  (42  U.S.C.  10151,  10152, 
10153,  10155,  10157,  10161,  10168);  sec. 
1704,  112  Stat.  2750  (44  U.S.C.  3504  note); 
sec.  651(e),  Pub.  L.  109-58,  119  Stat.  806-10 
(42  U.S.C.  2014,  2021,  2021b,  2111). 

Section  72.44(g)  also  issued  under 
secs.  142(b)  and  148(c),  (d).  Pub.  L.  100- 
203,  101  Stat.  1330-232,  1330-236  (42 
U.S.C.  10162(b),  10168(c).  (d)).  Section 
72.46  also  issued  under  sec.  189,  68 
Stat.  955  (42  U.S.C.  2239);  sec.  134,  Pub. 
L.  97-425,  96  Stat.  2230  (42  U.S.C. 
10154).  Section  72.96(d)  also  issued 
under  sec.  145(g),  Pub.  L.  100-203,  101 
Stat.  1330-235  (42  U.S.C.  10165(g)). 
Subpart  J  also  issued  under  secs.  2(2), 
2(15),  2(19),  117(a),  141(h),  Pub.  L.  97- 
425,  96  Stat.  2202,  2203,  2204,  2222, 
2244  (42  U.S.C.  10101,  10137(a), 
10161(h)).  Subparts  K  and  L  are  also 
issued  under  sec.  133,  98  Stat.  2230  (42 


U.S.C.  10153)  and  sec.  218(a),  96'Stat. 
2252  (42  U.S.C.  10198). 

2.  In  §  72.214,  Certificate  of 
Compliance  1031  is  added  to  read  as 
follows: 

§  72.21 4  List  of  approved  spent  fuel 
storage  casks. 

***** 

Certificate  Number:  1031. 

Initial  Certificate  Effective  Date: 
February  4,  2009. 

SAR  Submitted  by:  NAC 
International,  Inc. 

SAR  Title:  Final  Safety  Analysis 
Report  for  the  MAGNASTOR  System. 
Docket  Number:  72-1031. 

Certificate  Expiration  Date:  February 
4,  2029. 

Model  Number:  MAGNASTOR. 

Dated  at  Rockville,  Maryland,  this  31st  day 
of  October,  2008. 

For  the  Nuclear  Regulatory  Commission. 

R.W.  Borchardt, 

Executive  Director  for  Operations. 

(FR  Doc.  E8-27716  Filed  11-20-08;  8:45  am] 
BILUNG  CODE  7590-01-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2007-27223;  Directorate 
Identifier  2006-NM-224-AD] 

RIN2120-AA64 

Airworthiness  Directives;  Boeing 
Model  767  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Supplemental  notice  of 
proposed  rulemaking  (NPRM); 
reopening  of  comment  period. 

SUMMARY:  We  are  revising  an  earlier 
proposed  airworthiness  directive  (AD) 
for  certain  Boeing  Model  767  airplanes. 
The  original  NPRM  would  have 
required  modifying  the  link  arms  of  the 
number  2  windows  in  the  flight 
compartment.  The  original  NPRM 
resulted  from  reports  of  the  number  2 
windows  opening  during  takeoff  roll, 
which  has  resulted  in  aborted  takeoffs. 
This  supplemental  NPRM  would  require 
an  inspection  of  the  number  2  windows 
to  determine  whether  the  link  arms  are 
in  the  over-center  position.  The  results 
of  the  inspection  would  determine  the 
need  for  the  modification.  This 
supplemental  NPRM  would  also  require 
the  inspection  and  applicable  corrective 
action  following  any  rigging  change  or 
replacement  of  any  number  2  window 
assembly.  We  are  proposing  this 


supplemental  NPRM  to  prevent  the 
opening  of  the  number  2  windows 
during  takeoff  roll,  which  could  result 
in  an  aborted  takeoff  or  an  unscheduled 
landing,  and  adversely  affect  the 
flightcrew’s  ability  to  perform  critical 
takeoff  communication. 

DATES:  We  must  receive  comments  on 
this  supplemental  NPRM  by  December 
16,  2008. 

ADDRESSES:  You  may  send  comments  by 
any  of  the  following  methods: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Fax; 202-493-2251. 

•  Mail:  U.S.  Department  of 
Transportation,  Docket  Operations,  M- 
30,  West  Building  Ground  Floor,  Room 
W12-140,  1200  New  Jersey  Avenue,  SE.,- 
Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation,  Docket  Operations,  M- 
30,  West  Building  Ground  Floor,  Room 
Wl  2-140, 1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

For  service  information  identified  in 
this  AD,  contact  Boeing  Commercial 
Airplanes,  P.O.  Box  3707,  Seattle, 
Washington  98124-2207. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.reguIations.gov,  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  proposed  AD,  the 
regulatory  evaluation,  any  comments 
received,  and  other  information.  The 
street  address  for  the  Docket  Office 
(telephone  800-647-5527)  is  in  the 
ADDRESSES  section.  Comments  will  be 
available  in  the  AD  docket  shortly  after 
receipt. 

FOR  FURTHER  INFORMATION  CONTACT: 

Emerson  Hevia,  Aerospace  Engineer, 
Cabin  Safety  and  Environmental 
Systems  Branch,  ANM-150S,  FAA, 

Seattle  Aircraft  Certification  Office, 

1601  Lind  Avenue,  SW.,  Renton, 
Washington  98057-3356;  telephone 
(425)  917-6414;  fax  (425)  917-6590. 
SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

We  invite  you  to  send  any  written 
relevant  data,  views,  or  arguments  about 
this  proposed  AD.  Send  your  comments 
to  an  address  listed  under  the 
ADDRESSES  section.  Include  “Docket  No.  ' 
FAA-2007-27223:  Directorate  Identifier 
2006-NM-224-AD”  at  the  beginning  of 
your  comments.  We  specifically  invite 
comments  on  the  overall  regulatory. 
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economic,  environmental,  and  energy 
aspects  of  this  proposed  AD.  We  will 
consider  all  comments  received  by  the 
closing  date  and  may  amend  this 
proposed  AD  because  of  those 
comments. 

We  will  post  all  comments  we 
receive,  without  change,  to  http:// 
www.regulations.gov,  including  any 
personal  information  you  provide.  We 
wdll  also  post  a  report  summarizing  each 
substantive  verbal  contact  we  receive 
about  this  proposed  AD. 

Discussion  . 

We  issued  a  notice  of  proposed 
rulenraking  (NPRM)  (the  “original 
NPRM”)  to  amend  14  CFR  part  39  to 
include  an  airworthiness  directive  (AD) 
that  would  apply  to  certain  Boeing 
Model  767  airplanes.  That  original 
NPRM  was  published  in  the  Federal 
Register  on  February  14,  2007  (72  FR 
6980).  That  original  NPRM  proposed  to 
require  modifying  the  link  arms  of  the 
number  2  windows  in  the  flight 
compartment. 

Actions  Since  Original  NPRM  Was 
Issued 

Since  we  issued  the  original  NPRM, 
the  referenced  service  bulletin  (Boeing 
Alert  Service  Bulletin  767-56A0010, 
dated  September  7,  2006)  was 
determined  to  inadequately  address  the 
need  for  the  link  arm  to  be  positioned 
at  an  angle  less  than  90  degrees  (over¬ 
center),  in  reference  to  the  track  roller, 
when  the  window  is  closed.  Boeing  has 
since  revised  the  service  bulletin. 
Revision  1,  dated  January  24,  2008,  adds 
instructions  to  inspect  the  link  arm  on 
the  number  2  openable  window  to 
determine  if  an  over-center  position 
exists  when  the  window  is  fully  closed. 
This  inspection  will  determine  the  need 
for  the  modification  described  in  the 
original  service  bulletin  (and  described 
previously  in  the  original  NPRM).  The 
modification,  if  done,  will  ensure  that 
the  window  cannot  open  without  input 
from  the  operating  crank  as  designed. 
Accomplishment  of  the  actions 
specified  in  this  service  bulletin  will 
reduce  the  risk  of  a  high-speed  rejected 
takeoff  if  the  window  opens  at  takeoff. 
Aside  from  other  minor  changes,  the 
remaining  procedures  in  the  service 
bulletin  are  unchanged. 

Comments 

We  gave  the  public  the  opportunity  to 
participate  in  developing  this  AD.  We 
considered  the  comments  received. 

Request  To  Withdraw  NPRM 

Florida  West  International  Airways 
feels  that  proposed  modification  is  not 


necessary.  According  to  the  commenter, 
the  windows  can  be  prevented  from 
opening  during  takeoff  roll  if  the  crew 
follows  the  normal  Before  Start 
checklist  in  the  FAA-approved 
operations  manual.  The  checklist  directs 
the  crew  to  physically  check  that  the 
windows  are  closed.  Florida  West 
reports  that  its  crews  observe  this 
requirement  and  have  not  experienced 
this  problem  even  when  the  windows 
are  opened  on  the  ground  during  aircraft 
maintenance.  Florida  West  suggests  that 
some  operational  experience  with  the 
new  modified  window — before  the 
modification  is  mandated  on  the  rest  of 
the  fleet — will  ensure  that  the  solution 
addresses  the  unsafe  condition,  and 
avoid  further  regulatory  action. 

We  infer  that  the  commenter  is 
requesting  that  we  withdraw  the  NPRM. 
We  disagree.  Even  though  proper 
closure  of  the  window  has  been  added 
to  the  preflight  checklist,  we  have 
continued  to  receive  problem  reports. 
We  find  that  the  modification,  as 
proposed,  will  better  ensure  long-term 
continued  operational  safety  by  design 
changes  to  remove  the  source  of  the 
problem,  rather  than  by  relying  on  flight 
procedures  and  their  inherent 
associated  human  factors  (variations  in 
flightcrew  training  and  familiarity  with 
the  airplane,  flightcrew  awareness  in  the 
presence  of  other  hazards,  flightcrew 
fatigue,  etc.).  So  in  this  case  reliance  on 
the  checklist  would  not  provide  the 
degree  of  safety  assurance  necessary  for 
the  transport  airplane  fleet.  The 
requirements,  as  proposed,  are 
consistent  with  these  conditions.  We 
have  not  changed  the  AD  regarding  this 
issue. 

Request  To  Provide  Different  Approach 
To  Address  Unsafe  Condition 

Air  Transport  Association  (ATA),  on 
behalf  of  its  member  Delta  Air  Lines, 
suggests  two  ideas  that  could  positively 
improve  the  level  of  safety; 

1.  An  electrical  annunciation  means 
of  an  improperly  latched  and/or  locked 
window'. 

2.  Increased  awareness  of  proper 
operating  procedures  plus  a  visual 
means  to  verify  that  the  upper  aft  cam 
follower  has  reached  full  forward  travel 
into  the  cam  block  before  the  window 
is  locked.  Delta  suggests  that  this  could 
be  accomplished  by  adding  match  lines 
visible  through  the  cam  block  cover  or 
making  a  clear  cover  over  the  cam  block. 

Delta  explains  that,  if  the  cam 
follower  has  reached  full  travel  into  the 
cam  block,  the  window  is  properly 
closed  and  can  then  be  properly  locked. 
Delta  adds  that  the  modification 


proposed  in  the  NPRM  would  not 
increase  the  level  of  safety  because  the 
window  is  not  properly  in  the  hole  until 
the  upper  aft  cam  has  reached  full  travel 
in  the  cam  block.  Delta  further  adds  that 
the  position  of  the  window  must  be 
verified  prior  to  dispatch,  but  the 
modification  procedures  do  not  include 
this  verification. 

We  disagree  with  Delta’s  proposals, 
which  would  not  enhance  safety  beyond 
the  level  provided  by  the  proposed 
design  modification  specified  in  the 
NPRM,  which  prevents  the  window 
from  opening  when  the  crank  is  rotated 
to  the  closed  position.  An  electronic 
indication  system  through  the  Engine 
Indicating  and  Crew  Alerting  System 
(EICAS)  was  evaluated  and  was 
determined  to  not  be  cost  effective. 
Operational  procedures  should  also  be 
in  place  to  verify  that  the  window  is 
closed  for  taxi/takeoff.  As  previously 
discussed,  even  though  verification  has 
been  added  to  the  preflight  checklist,  we 
have  continued  to  receive  problem 
reports.  Additional  indicators  or 
procedures  would  not  improve  safety  if 
the  modification  did  not  prevent  the 
window  from  opening.  If  an  indicator 
were  installed  to  verify  that  the  window 
was  closed,  hut  the  window  opened 
inadvertently  during  takeoff,  then  the 
level  of  safety  is  not  improved. 
Accomplishment  of  the  modification  as 
proposed  will  ensure  that  the  window 
cannot  open  during  takeoff,  and  will 
adequately  address  the  unsafe 
condition.  We  have  not  changed  the 
supplemental  NPRM  regarding  this 
issue. 

FAA’s  Determination  and  Proposed 
Requirements  of  the  Supplemental 
NPRM 

We  are  proposing  this  supplemental 
NPRM  because  w'e  evaluated  all 
pertinent  information  and  determined 
an  unsafe  condition  exists  and  is  likely 
to  exist  or  develop  on  other  products  of 
the  same  type  design.  The  additional 
proposed  actions  described  above 
expand  the  scope  of  the  original  NPRM. 
As  a  result,  we  have  determined  that  it 
is  necessary  to  reopen  the  comment 
period  to  provide  additional 
opportunity  for  the  public  to  comment 
on  this  supplemental  NPRM. 

Costs  of  Compliance 

There  are  about  896  airplanes  of  the 
affected  design  in  the  worldwide  fleet: 
of  these,  384  are  U.S. -registered 
airplanes.  The  following  table  provides 
the  estimated  costs  for  U.S.  operators  to 
comply  with  this  proposed  AD. 
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Estimated  Costs 


Action 

i - i 

1  : 

1  Work  hours 

1  1 

Average  labor 
rate  per  hour 

Cost  per 
airplane  | 

Fleet  cost 

Inspection  . 

1  i 

$80 

1 _ 

$80 

Up  to  $30,720. 

Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  1, 
section  106,  describes  the  authority  of 
the  FAA  Administrator.  “Subtitle  VII; 
Aviation  Programs”  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  “Subtitle  VII, 
Part  A,  Subpart  III,  section  44701: 
General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commeir  e  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  determined  that  this  proposed  AD 
would  not  have  federalism  implications 
under  Executive  Order  13132.  This 
proposed  AD  would  not  have  a 
substantial  direct  effect  on  the  States,  on 
the  relationship  between  the  national 
Government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  this  proposed  regulation: 

1.  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866, 

2.  Is  not  a  “significant  rule”  under  the 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979),  and 

3.  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory' 
Flexibility  Act. 

You  can  find  our  regulatory 
evaluation  and  the  estimated  costs  of 
compliance  in  the  AD  Docket. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

.The  Proposed  Amendment 

Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 


the  FAA  proposes  to  amend  14  CFR  part 
39  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  The  FAA  amends  §  39.13  by  adding 
the  following  new  AD: 

BOEING;  Docket  No.  FAA-2007-27223; 

Directorate  Identifier  2006— NM-224-AD. 

Comments  Due  Date 

(aj  We  must  receive  comments  by 
December  16,  2008. 

Affected  ADs 

(b)  None. 

Applicability 

(c)  This  AD  applies  to  Model  767-200, 
-300,  -.300F,  and  — 400ER  series  airplanes, 
certificated  in  any  category,  as  identified  in 
Boeing  Alert  Service  Bulletin  767-56A0010, 
Revision  1,  dated  )anuary  24,  2008. 

Unsafe  Condition 

(d)  This  AD  results  from  reports  of  the 
number  2  windows  in  the  flight  compartment 
opening  during  takeoff  roll,  which  has 
resulted  in  aborted  takeoffs.  We  are  issuing 
this  AD  to  prevent  the  opening  of  the  number 
2  windows  during  takeoff  roll,  which  could 
result  in  an  aborted  takeoff  or  an 
unscheduled  landing,  and  adversely  affect 
the  flightcrew’s  ability  to  perform  critical 
takeoff  communication. 

Compliance 

(e)  Comply  with  this  AD  within  the 
compliance  times  specified,  unless  already 
done. 

Inspection 

(f)  Do  a  general  visual  inspection  of  the 
number  2  windows  to  determine  whether  the 
link  arms  are  in  the  over-center  position,  and 
do  all  applicable  corrective  actions,  in 
accordance  with  the  Accomplishment 
Instructions  of  Boeing  Alert  Service  Bulletin 
767-56A0010,  Revision  1,  dated  January  24, 
2008.  Do  the  actions  at  the  applicable  times 
specified  in  paragraph  1  .E.  of  the  service 
bulletin,  including  applicable  corrective 
actions  before  further  flight  following  any 
rigging  change  or  replacement  of  any  number 
2  window  assembly. 

Alternative  Methods  of  Compliance 
(AMOCs) 

(g) (1)  The  Manager,  Seattle  Aircraft 
Certification  Office,  FAA.  ATTN:  Emerson 
Hevia,  Aerospace  Engineer,  Cahin  Safety  and 


Environmental  Systems  Branch,  ANM-150S, 
FAA,  Seattle  Aircraft  Certification  Office, 
1601  Lind  Avenue,  SW.,  Renton,  Washington 
98057-3356;  telephone  (425)  917-6414;  fax 
(425)  917-6590;  has  the  authority  to  approve 
AMOCs  for  this  AD,  if  requested  using  the 
procedures  found  in  14  CFR  39.19. 

(2)  To  request  a  different  method  of 
compliance  or  a  different  compliance  time 
for  this  AD,  follow  the  procedures  in  14  CFR 
39.19.  Before  using  any  approved  AMOC  on 
any  airplane  to  which  the  AMOC  applies, 
notify  your  appropriate  principal  inspector 
(PI)  in  the  F'AA  Flight  Standards  District 
Office  (FSDO),  or  lacking  a  PI,  your  local 
FSDO. 

Issued  in  Renton,  Washington  on 
November  6,  2008. 

Stephen  P.  Boyd, 

Assistant  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

{FR  Doc.  E8-27519  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4910-13-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  144  andl  46 

[EPA-HQ-OW-2008-0390;  FRL-8743-4] 

RIN  2040-AE98 

Proposed  Federal  Requirements  Under 
the  Underground  Injection  Control 
(UlC)  Program  for  Carbon  Dioxide 
(CO-)  Geologic  Sequestration  (GS) 
Wells 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Extension  of  Comment  Period. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA)  proposed  regulations  for 
the  underground  injection  of  carbon 
dioxide  (COi)  for  geologic  sequestration 
under  the  authority  of  the  Safe  Drinking 
Water  Act  (SDWA)  on  July  25,  2008. 

The  initial  public  comment  period  for 
this  proposal  was  120  days,  ending  on 
November  24,  2008.  In  response  to 
requests,  this  action  extends  the  public 
comment  period  for  an  additional  30 
days. 

DATES:  EPA  must  receive  your 
comments  on  or  before  December  24, 
2008. 

ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  No.  EPA-HC^- 
OW-2008-0390,  by  one  of  the  following 
methods: 
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•  http://www.reguIations.gov:  Follow 
the  on-line  instructions  for  submitting 
comments. 

•  Mail:  Water  Docket,  Environmental 
Protection  Agency,  Mailcode:  2822T, 
1200  Pennsylvania  Ave.,  NW.. 
Washington,  DC  20460. 

•  Hand  Delivery:  Water  Docket,  EPA 
Docket  Center  (EPA/DC)  EPA  West, 
Room  3334, 1301  Constitution  Ave., 
NW.,  Washington,  DC.  Such  deliveries 
are  only  accepted  during  the  Docket’s 
normal  hours  of  operation,  and  special 
arrangements  should  be  made  for 
deliveries  of  boxed  information. 

Instructions:  Direct  your  comments  to 
Docket  ID  No.  EPA-HQ-OW-2008- 
0390.  EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  public 
docket  without  change  and  may  be 
made  available  online  at  http:// 
www.regulations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected,  through  http:// 
www.regulations.gov  or  e-mail.  The 
http://www.reguIations.gov  Web  site  is 
an  “anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contsct  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through  http:// 
www.reguIations.gov  your  e-mail 
address  will  be  automatically  captured 
and  included  as  part  of  the  comment 
that  is  placed  in  the  public  docket  and 
made  available  on  the  Internet.  If  you 


submit  an  electronic  comment,  EPA 
recommends  that  you  include  your 
name  and  other  contact  information  in 
the  body  of  your  comment  and  with  any 
disk  or  CD-ROM  you  submit.  If  EPA 
cannot  read  your  comment  due  to 
technical  difficulties  and  cannot  contact 
you  for  clarification,  EPA  may  not  be 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  use  of 
special  characters,  any  form  of 
encryption,  and  be  free  of  any  defects  or 
viruses. 

Docket:  All  documents  in  the  docket 
are  listed  in  the  http:// 
www.regulations.gov  index.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  e.g.,  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
will  be  publicly  available  only  in  hard 
copy.  Publicly  available  docket 
materials  are  available  either 
electronically  in  http:// 
www.regulations.gov  or  in  hard  copy  at 
the  Water  Docket,  EPA/DC,  EPA  West, 
Room  3334,  1301  Constitution  Ave., 
NW.,  Washington,  DC.  The  Public 
Reading  Room  is  open  from  8:30  a.m.  to 
4:30  p.m.,  Monday  through  Friday, 
excluding  legal  holidays.  The  telephone 
number  for  the  Public  Reading  Room  is 
(202)  566-1744,  and  the  telephone 
number  for  the  EPA  Docket  Center  is 
(202)  566-2426. 

FOR  FURTHER  INFORMATION  CONTACT:  Lee 

Whitehurst,  Underground  Injection 
Control  Program,  Drinking  Water 
Protection  Division,  Office  of  Ground 
Water  and  Drinking  Water  (MC-4606M), 
Environmental  Protection  Agency,  1200 


Pennsylvania  Ave.,  NW.,  Washington, 
DC  20460;  telephone  number:  (202) 
564-3896;  fax  number:  (202)  564-3756; 
e-mail  address:  whitehurst.lee@epa.gov. 
For  general  information,  contact  the 
Safe  Drinking  Water  Hotline,  telephone 
number:  (800)  426-4791.  The  Safe 
Drinking  Water  Hotline  is  open  Monday 
through  Friday,  excluding  legal 
holidays. 

SUPPLEMENTARY  INFORMATION:  In  July 
2008,  EPA  proposed  requirements  for 
underground  injection  of  carbon  dioxide 
for  geologic  sequestration.  The  proposal 
applies  to  owners  or  operators  of  wells 
that  will  be  used  to  inject  CO2  into  the 
subsurface  for  the  purpose  of  long-term 
storage.  It  proposes  a  new  class  of  well 
(Class  VI)  and  technical  criteria  for  the 
geologic  site  characterization,  area  of 
review  (AoR)  and  corrective  action,  well 
construction,  operation,  mechanical 
integrity  testing,  monitoring;  well 
plugging,  post-injection  site  care,  and 
site  closure  for  the  purposes  of 
protecting  underground  sources  of 
drinking  water. 

For  more  information  on  Geologic 
Sequestration  and  the  Underground 
Injection  Control  Program,  please  visit 
h  ttp://www.  epa  .gov/safewa  ter/uic/ 
index.html.  To  submit  written 
comments,  see  the  ADDRESSES  section  of 
this  notice.  Comments  on  the  proposed 
rule  must  be  received  by  December  24, 
2008. 

Dated:  November  17,  2008. 

Benjamin  H.  Grumbles. 

Assistant  Administrator,  Office  of  Water. 

[FR  Doc.  E8-27738  Filed  11-20-08;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 

Submission  for  0MB  Review; 

Comment  Request 

November  17,  2008. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13.  Comments 
regarding  (a)  Whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OIRA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8958. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 


the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Office  of  the  Assistant  Secretary  for 
Civil  Rights 

Title:  USDA/1890  National  Scholars 
Program  Application. 

OMB  Control  Number:  0503-0015. 
Summary  of  Collection:  The  USDA/ 
1890  National  Scholars  Program  is  a 
joint  human  capital  initiative  between 
the  U.S.  Department  of  Agriculture  and 
Historical  Black  Land-Grant 
Universities.  Through  the  program, 
USDA  offers  scholarships  to  high  school 
students  who  are  seeking  a  bachelor’s  ‘ 
degree,  in  the  fields  of  agriculture,  food, 
or  natural  resources  sciences  and  related 
majors,  at  one  of  the  eighteen 
Historically  Black  Land-Grant 
Universities.  In  order  for  graduating 
high  school  students  to  be  considered 
for  the  scholarship,  a  completed 
application  is  required. 

Need  and  Use  of  the  Information:  The 
information  to  be  collected  from  the 
application  includes  the  applicant 
name,  address,  educational  background 
(grade  point  average,  test  scores),  name 
of  universities  interested  in  attending, 
desired  major,  extracurricular  activities, 
interest  and  habits.  The  information  will 
be  used  to  assist  the  selecting  agencies 
in  their  process  of  identifying  potential 
recipients  of  the  scholarship. 

Description  of  Respondents: 
Individuals  or  households. 

Number  of  Respondents:  1,200. 
Frequency  of  Responses:  Reporting: 
Annually. 

Total  Burden  Hours:  3,600. 

Ruth  Brown, 

Departmental  Information  Collection 
Clearance  Officer. 

[FR  Doc.  E8-27679  Filed  11-20-08:  8:45  ami 
BILLING  CODE  3410-11-P 

DEPARTMENT  OF  AGRICULTURE 

Office  of  the  Under  Secretary, 
Research,  Education,  and  Economics; 
Notice  of  the  Advisory  Committee  on 
Biotechnology  and  21st  Century 
Agriculture  Meeting 

AGENCY:  Agricultural  Research  Service. 
action:  Notice  of  Meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Advisory  Committee  Act,  5 
U.S.C.  App.  2,  the  United  States 


Department  of  Agriculture  announces  a 
meeting  of  the  Advisory  Committee  on 
Biotechnology  and  21st  Century 
Agriculture  (AC21). 

DATES:  The  meeting  dates  are  December 

17,  2008,  8  a.m.  to  5  p.m.,  and  December 

18,  2008,  8  a.m.  to  4  p.m. 

ADDRESSES:  Lincoln  Room  in  USDA 
National  Finance  Center  Client  Services 
Office  Facilities,  South  Building  Room 
1623,  1400  Independence  Avenue,  SW., 
Washington,  DC  20250. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  Schechtman,  Telephone  (202) 
720-3817. 

SUPPLEMENTARY  INFORMATION:  The 

twenty-first  meeting  of  the  AC21  has 
been  scheduled  for  December  17-18, 
2008.  The  AC21  consists  of  members 
representing  the  biotechnology  industry, 
farmers,  commodity  processors  and 
shippers,  livestock  handlers, 
environmental  and  consumer  groups, 
and  academic  researchers.  In  addition, 
representatives  from  the  Departments  of 
Commerce,  Health  and  Human  Services, 
and  State,  and  the  Environmental 
Protection  Agency,  the  Office  of  the 
United  States  Trade  Representative,  and 
the  National  Association  of  State 
Departments  of  Agriculture  serve  as  “ex 
officio”  members.  At  this  meeting,  the 
committee  will  be  briefed  on  U.S. 
government  regulatory  developments 
relevant  to  agricultural  biotechnology 
and  will  complete  substantive  work  on 
a  paper  addressing  the  following  charge: 
“Genetically  engineered  (GE)  food 
animals  are  being  developed  in  the  U.S. 
and  abroad  for  food  and  non-food  uses. 
What  regulatory  issues  should  the  U.S. 
government  consider  with  regard  to  the 
potential  development  and 
commercialization  of  these  animals  and 
the  products  produced  from  them? 

Since  USDA’s  legal  authorities  extend 
beyond  regulation  to  research, 
education  and  marketing,  what  issues 
pertaining  to  GE  animals  will  USDA 
need  to  consider  when  exercising  these 
authorities?  How  might  the  views  of 
j^different  stakeholders  be  obtained  and 
considered?” 

Background  information  regarding  the 
work  of  the  AC21  will  be  available  on 
the  USDA  Web  site  at  http:// 
ivuw.  usda.gov/  wps/ portal/ !ut/ p/_s.  7_0_ 
A/7_0_l  OB?navid= 

BIOTECH&'parentnav=AGRICULTURE&- 

navtype=RT. 

Requests  to  make  oral  presentations  at 
the  meeting  may  be  sent  to  Michael 
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Schechtman,  Designated  Federal 
Official,  Office  of  the  Deputy  Secretary, 
USDA,  202  B  Jamie  L.  Whitten  Federal 
Building,  12th  Street  and  Jefferson 
Drive,  SW.,  Washington,  DC  20250, 
Telephone  (202)  720-3817;  Fax  (202) 
690-4265;  E-mail 

Michael. schechtman@ars.  usda.gov.  On 
December  17,  2008,  if  time  permits, 
reasonable  provision  will  be  made  for 
oral  presentations  of  no  more  than  five 
minutes  each  in  duration.  Written 
requests  to  make  oral  presentations  at 
the  meeting  must  be  received  by  the 
contact  person  identified  herein  at  least 
three  business  days  before  the  meeting. 
The  meeting  will  be  open  to  the  public, 
but  space  is  limited.  If  you  would  like 
to  attend  the  meetings,  you  must  register 
by  contacting  Ms.  Dianne  Fowler  at 
(202)  720-4074,  by  fax  at  (202)  720- 
3191  or  by  E-mail  at 

Dianne.fowler@ars.usda.gov  at  least  five 
business  days  prior  to  the  meeting. 
Please  provide  your  name,  title, 
business  affiliation,  address,  and 
telephone  and  fax  numbers  when  y&u 
register.  If  you  require  a  sign  language 
interpreter  or  other  special 
accommodation  due  to  disability,  please 
indicate  those  needs  at  the  time  of 
registration. 

Dated:  November  13,  2008. 

Jeremy  Stump, 

Deputy  Chief  of  Staff. 

IFR  Doc.  E8-27725  Filed  1 1-20-08;  8:45  am) 
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DEPARTMENT  OF  AGRICULTURE 

Agricultural  Research  Service 

agency:  Office  of  the  Under  Secretary, 
Research,  Education,  and  Economics, 
USDA. 

ACTION:  Solicitation  of  Nominations, 
Advisory  Committee  on  Biotechnology 
and  21st  Century  Agriculture. 

SUMMARY:  Pursuant  to  5  U.S.C.  App.,  the 
Agricultural  Research  Service  is 
requesting  nominations  for  qualified 
persons  to  serve  as  members  of  the 
Secretary’s  Advisory  Committee  on 
Biotechnology  and  21st  Century 
Agriculture  (AC21).  The  charge  for  the 
AC21  is  two-fold:  to  examine  the  long¬ 
term  impacts  of  biotechnology  on  the 
U.S.  food  and  agriculture  system  and 
USDA;  and  to  provide  guidance  to 
USDA  on  pressing  individual  issues, 
identified  by  the  Office  of  the  Secretary, 
related  to  the  application  of 
biotechnology  in  agriculture. 

DATES:  Written  nominations  must  be 
received  by  fax  or  postmarked  on  or 
before  December  22,  2008. 


ADDRESSES:  All  nomination  materials 
should  be  sent  to  Michael  Schechtman, 
Designated  F’ederal  Official,  Office  of 
the  Deputy  Secretary,  USDA,  202B 
Jamie  L.  Whitten  Federal  Building,  14th 
and  Independence  Avenue,  SW., 
Washington,  DC  20250. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  Schechtman,  Telephone  (202) 
720-3817. 

SUPPLEMENTARY  INFORMATION: 

Nominations  are  being  sought  for  open 
Committee  seats.  There  are  currently  20 
members  on  the  AC21  and  the 
committee’s  Charter  allows  for 
flexibility  to  appoint  up  to  a  total  of  25 
members.  AC21  members  serve  terms  of 
up  to  2  years,  with  terms  for  around  half 
of  the  Committee  members  generally 
expiring  in  most  years.  Members  can  be 
reappointed  to  serve  up  to  6  consecutive 
years.  Because  the  AC21  will  have  been 
in  existence  for  6  years  in  early  2008 
and  because  of  staggered  appointments 
for  committee  members,  the  terms  of  13 
current  members  of  the  AC21,  including 
the  AC21  Chair,  will  expire  at  that  time. 
Equal  opportunity  practices,  in  line 
with  USDA  policies,  will  be  followed  in 
all  membership  appointments  to  the 
Committee.  To  ensure  that 
recommendations  of  the  Committee  take 
into  account  the  needs  of  the  diverse 
groups  served  by  the  Department, 
membership  .shall  include,  to  the  extent 
practicable,  individuals  With 
demonstrated  ability  to  represent 
minorities,  women,  and  persons  with 
disabilities. 

Nominees  of  the  AC21  should  have 
recognized  expertise  in  one  or  more  of 
the  following  areas:  recombinant-DNA 
(rDNA)  research  and  applications  using 
plants;  rDNA  research  and  applications 
using  animals;  rDNA  research  and 
applications  using  microbes;  food 
.science;  silviculture  and  related  forest 
science;  fisheries  science;  ecology; 
veterinary  medicine;  the  broad  range  of 
farming  or  agricultural  practices:  weed 
science:  plant  pathology;  biodiversity; 
applicable  laws  and  regulations  relevant 
to  agricultural  biotechnology  policy: 
risk  assessment:  consumer  advocacy 
and  public  attitudes;  public  health/ 
epidemiology;  ethics,  including 
bioethics;  human  medicine; 
biotechnology  industry  activities  and 
structure;  intellectual  property  rights 
systems;  and  international  trade.  ' 

Members  will  be  selected  by  the^ 
incoming  Secretary  of  Agriculture  in 
order  to  achieve  a  balanced 
representation  of  viewpoints  to  address 
effectiv'ely  USDA  biotechnology  policy 
issues  under  consideration.  Background 
information  regarding  the  work  of  the 
AC21,  including  reports  already 


developed  by  the  Committee,  is 
available  on  the  USDA  Web  site  at 
http ;//  wiv'iv.  usda  .gov/wps/ portal/ !u  t/p/_ 
s.  7_0_A/7_0_1  OB?navid=B10TECH8r 
parentnav=AGRICULTUBE&‘ 
navtype=BT.  Over  the  next  two  years,  it 
is  expected  that  the  AC21  will 
undertake  work  specifically  related  to 
transgenic  animal  technologies^  and,  if 
time  permits,  begin  work  on  additional 
topics  under  the  Committee’s  charge. 

Nominations  for  AC21  membership 
must  be  in  writing  and  provide  the 
appropriate  background  documents 
required  by  USDA  policy,  including 
background  disclosure  form  AD-755. 

All  nomination  materials  should  be  sent 
to  Michael  Schechtman  at  the  address 
listed  in  the  ADDRESSES  section.  Forms 
may  also  be  submitted  by  fax  to  (202) 
690-4265.  To  obtain  form  AD-755 
ONLY,  please  contact  Dianne  Fowler, 
Office  of  Pest  Management  Policy, 
telephone  (202)  720-4074,  fax  (202) 
720-3191;  e-mail 
Dianne. fowIer@ars.  usda.gov. 

The  AC21  meets  in  Washington,  DC, 
up  to  four  (4)  times  per  year.  The 
function  of  the  AC21  is  solely  advisory. 
Members  of  the  AC21  and  its 
subcommittees  serve  without  pay,  but 
with  reimbursement  of  travel  expenses 
and  per  diem  for  attendance  at  AC21 
and  subcommittee  functions  for  those 
AC21  members  who  require  assistance 
in  order  to  attend  the  meetings.  While 
away  from  home  or  their  regular  place 
of  business,  those  members  will  be 
eligible  for  travel  expenses  paid  by  the 
Office  of  the  Under  Secretary,  Research, 
Education,  and  Economics,  USDA, 
including  per  diem  in  lieu  of 
subsistence,  at  the  same  rate  as  a  person 
employed  intermittently  in  the 
government  service  is  allowed  under 
Section  5703  of  Title  5,  United  States 
Code. 

Submitting  Nominations: 
Nominations  should  be  typed  and 
include  the  following: 

1 .  A  brief  summary  of  no  more  than 
two  (2)  pages  explaining  the  nominee’s 
suitability  to  serve  on  the  AC21. 

2.  A  resume  or  curriculum  vitae. 

3.  A  completed  copy  of  form  AD-755. 

All  nominations  must  be  post  marked 

no  later  than  [the  date  set  forth  above). 

Dated:  November  13,  2008. 

Jeremy  Stump, 

Deputy  Chief  of  Staff. 

(FR  Doc.  E8-27724  Filed  11-20-08;  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 

Food  and  Nutrition  Service 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request:  Status  of  Claims 
Against  Househoids  (Form  FNS-209) 

agency:  Food  and  Nutrition  Service, 
USDA. 

action:  Notice. 

SUMMARY:  In  accordance  witfi  the 
Paperwork  Reduction  Act  of  1995,  this 
notice  invites  the  general  public  and 
other  public  agencies  to  comment  on 
proposed  information  collections.  The 
proposed  collection  is  an  extension  of  a 
currently  approved  collection. 

The  purpose  of  the  Status  of  Claims 
Against  Households  is  to  provide  a 
standardized  format  for  State  agencies 
submitting  reports  to  the  Food  and 
Nutrition  Service.  Sections  11,  13,  and 
16  of  the  Food  and  Nutrition  Act  of 
2008  (the  Act)  are  the  basis  for  the 
information  collected  on  Form  FNS- 
209,  Status  of  Claims  Against 
Households.  Section  11  of  the  Act 
requires  that  State  agencies  submit 
reports  and  other  information  that  are 
necessary  to  determine  compliance  with 
the  Act  and  its  implementing 
regulations.  Section  13  of  the  Act 
requires  State  agencies  to  establish 
claims  and  collect  overpayments  against 
househoids.  Section  16  of  the  Act 
authorizes  State  agencies  to  retain  a 
portion  of  what  is  collected.  The  FNS- 
209  is  used  as  the  mechanism  for  State 
agencies  to  report  the  claim 
establishment,  collection  and  retention 
amounts. 

OATES:  Written  comments  must  be 
submitted  on  or  before  January  20,  2009. 
ADDRESSES:  Comments  are  invited  on: 

(a)  Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  proposed  collection 
of  information,  including  the  validity  of 
the  methodology  and  assumptions  used; 

(c)  ways  to  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected;  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate, 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology. 

Comments  may  be  sent  to  Karen  Peko, 
Assistant  to  the  Director,  Program 
Accountability  and  Administration 


Division,  Food  and  Nutrition  Service, 
USDA,  3101  Park  Center  Drive,  Room 
818,  Alexandria,  Virginia  22302. 
Comments  may  also  be  submitted  via 
fax  to  the  attention  of  Karen  Peko  at 
703-605-0795.  Comments  will  also  be 
accepted  through  the  Federal 
eRulemaking  Portal.  Go  to  http:// 
ww}\'. regulations. gov  and  follow  the 
online  instructions  for  submitting 
comments  electronically. 

All  written  comments  will  be  open  for 
public  inspection  at  the  office  of  the 
Food  and  Nutrition  Service  during 
regular  business  hours  (8:30  a.m.  to  5 
p.m.  Monday  through  Friday)  at  3101 
Park  Center  Drive,  Room  818, 
Alexandria,  Virginia  22302. 

All  comments  to  this  notice  will  be 
summarized  and  included  in  the  request 
for  Office  of  Management  and  Budget 
approval.  All  comments  will  become  a 
matter  of  public  record. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  this  information  collection 
should  be  directed  to  Karen  Peko  at 
(703)  305-2481. 

SUPPLEMENTARY  INFORMATION: 

Title:  Status  of  Claims  Against 
Households. 

OMB  Number:  0584-0069. 

Form  Number:  FNS-209. 

Expiration  Date:  May  31,  2009. 

Type  of  Request:  Extension  of  a 
currently  approved  collection  with  no 
change  in  burden  hours. 

Abstract:  The  Supplemental  Nutrition 
Assistance  Program  (SNAP)  regulations 
at  7  CFR  273.18  require  that  State 
agencies  establish,  collect  and 
efficiently  manage  SNAP  claims.  These 
processes  are  required  by  Sections  11, 

13  and  16  of  the  Food  and  Nutrition  Act 
of  2008,  7  U.S.C.  2020,  2022  and  2025. 
Regulations  at  7  CFR  273.18(m)(5) 
require  State  agencies  to  submit  at  the 
end  of  every  quarter  the  completed 
Form  FNS-209,  Status  of  Claims 
Against  Households.  The  information 
required  for  the  FNS-209  report  is 
obtained  from  a  State  accounting  system 
responsible  for  establishing  claims, 
sending  demand  letters,  collecting 
claims  and  managing  other  claim 
activity.  In  general.  State  agencies  must 
report  the  following  information  on  the 
FNS-209:  the  current  outstanding 
aggregate  claim  balance;  claims 
established;  collections;  any  balance 
and  collection  adjustments;  and  the 
amount  to  be  retained  for  collecting 
non-agency  error  claims.  The  burden 
associated  with  establishing  claims 
(demand  letters)  and  the  Treasury  Offset 
Program,  both  of  which  are  also  used  to 
complete  the  FNS-209,  are  already 
approved  under  OMB  burden  numbers 


0584-0492  and  0584-0446  respectively. 
The  estimated  annual  burden  is  742 
hours.  This  is  the  same  as  the  currently 
approved  burden.  This  estimate 
includes  the  time  it  takes  each  State 
agency  to  accumulate  and  tabulate  the 
data  necessary  to  complete  the  report 
four  times  per  year. 

Affected  Public:  State  agencies. 
Estimated  Number  of  Respondents: 
53. 

Number  of  Responses  per 
Respondent:  4. 

Total  Responses:  212. 

Estimated  Time  per  Response:  3 
hours. 

Reporting  Burden:  636. 

Total  Number  of  Recordkeepers:  53. 
Estimated  Annual  hours  per 
Recordkeeper:  2. 

Recordkeeping  Burden:  106. 
Estimated  Total  Annual  Burden:  742. 

Dated:  November  12,  2008. 

E.  Enrique  Gomez, . 

Acting  Administrator,  Food  and  Nutrition 
Service. 

[FR  Doc.  E8-27742  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3410-30-P 


DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Payette  National  Forest,  Idaho,  Golden 
Hand  #1  and  #2  Lode  Mining  Claims 
Plan  of  Operations 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice. of  intent  to  prepare  an 
environmental  impact  statement. 

SUMMARY:  The  USDA  Forest  Service  will 
prepare  an  environmental  impact 
statement  (EIS)  for  the  proposed  Plan  of 
Operations  (POO)  for  the  Golden  Hand 
#1  and  #2  lode  mining  claims  in  the 
Frank  Church — River  of  No  Return  (FC- 
RONR)  Wilderness  on  the  Krassel 
Ranger  District,  Payette  National  Forest. 
The  purpose  of  the  POO  is  to  allow  for 
collection  of  subsurface  geological 
information  on  the  claims.  The  EIS  will 
disclose  the  environmental  effects  of  the 
POO  submitted  by  American 
Independence  Mines  and  Minerals,  Inc. 
The  Forest  Service  now  invites 
comments  on  the  scope  of  the  Analysis 
and  the  issues  to  address. 

DATES:  Comments  concerning  the  scope 
of  the  analysis  must  be  received  by  the 
Payette  National  Forest  within  30  days 
following  the  publication  of  this  notice 
in  the  Federal  Register.  The  Draft  EIS 
(DEIS)  for  the  Golden  Hand  #1  and  #2 
Lode  Mining  Claims  Plan  of  Operations 
is  expected  to  be  available  for  public 
review  in  April,  2009  and  the  Final  EIS 
(FEIS)  and  a  Record  of  Decision  are 
expected  to  be  completed  in  July,  2009. 
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ADDRESSES:  Written  comments  on  this 
notice  maybe  mailed  or  hand-delivered 
to  Payette  National  Forest,  Attn:  Golden 
Hand  #1  and  #2  Lode  Mining  Claims 
Plan  of  Operations,  800  West  Lakeside 
Avenue,  McCall,  Idaho  83638. 
Comments  may  also  be  submitted  by 
facsimile  to  (208)  634-0744  and  by 
electronic  mail  (e-mail)  to  comments- 
intermtn-payette@fs.fed.us.  E-mail  and 
facsimile  comments  must  include  the 
words  “Golden  Hand  #1  and  #2  Lode 
Mining  Claims  Plan  of  Operations.” 

FOR  FURTHER  INFORMATION  CONTACT:  Jim 
Egnew,  Minerals  and  Geology  Program 
Manager,  in  writing  at  Payette  National 
Forest,  800  West  Lakeside  Avenue, 
McCall,  Idaho  83638,  or  by  telephone  at 
(208)  634-0700. 

SUPPLEMENTARY  INFORMATION: 

Purpose  and  Need  for  Action 

American  Independence  Mines  and 
Minerals,  Inc.  (AIMMCO)  has  proposed 
a  Plan  of  Operations  (POO)  to  allow  for 
collection  of  subsurface  geological 
information  on  the  Golden  Hand  #1  and 
#2  mining  claims.  The  mining  claims 
are  located  in  the  Franlc  Church — River 
of  No  Return  Wilderness  (FC-RONRW), 
approximately  50  miles  northeast  of 
.McCall,  Idaho  in  section  26,  T22N,  R9E, 
Boise  Meridian.  The  claims  encompass 
approximately  20  acres  each  adjacent  to 
Coin  Creek,  a  tributary  of  Beaver  Creek, 
which  flows  into  Big  Creek,  a  tributary 
of  the  Salmon  River. 

Proposed  Action 

The  Forest  Service  proposes  to 
authorize  AIMMCO  to  perform  core 
drilling  at  up  to  13  locations  and 
excavate  up  to  2500  feet  of  trenches. 
This  proposed  action  would  not  include 
mining  extraction  or  transporting  of 
minerals  for  processing.  Access  to  the 
claims  would  be  on  Forest  Service  (FS) 
roads  to  the  FC-RONR  Wilderness 
boundary  at  Pueblo  Summit,  north  of 
the  town  of  Edwardsburg.  Proposed 
access  would  then  require  vehicle 
passage  for  approximately  3  miles  past 
the  wilderness  boundary  on  FS  trail 
#13.  Within  the  boundary  is  a  roadbed 
that  existed  before  creation  of  the 
wilderness.  The  roadbed  was  converted 
to  use  as  a  trail  upon  establishment  of 
the  wilderness.  Vehicle  access  would 
require  clearing  slough,  downed  trees, 
and  other  obstacles  to  maintain  a  safe 
width  for  equipment  transport.  The 
proposed  operation  would  require 
reconstructing  approximately  2000  feet 
of  pre-existing  roadbed  on  each  claim. 
These  roads  would  access  13  drill 
locations  from  which  up  to  core  holes 
would  be  drilled.  Approximately  2500 
feet  of  trench  would  be  excavated  in  the 


roadbed  to  allow  collection  of  rock  chip 
samples.  The  Ella  Mine,  inaccessible 
since  the  1930s,  would  be  opened  and 
retimbered  to  allow  underground 
mapping  and  sampling. 

Equipment  proposed  for  use  includes 
4-wheel  drive  pickup  trucks,  a  3  cubic 
yard  tracked  or  rubber-tired  loader, 
tracked  excavator,  buggy  or  track 
mounted  drill  rig,  D-7-size  bulldozer, 
an  air  compressor,  chainsaws,  gasoline- 
powered  generator,  jackhammer,  and 
hand  tools.  Waste  rock  would  be  placed 
on  an  existing  dump  at  the  Ella  portal 
site.  Fuel  would  be  transported  in 
sealed  containers  and  stored  in  a  leak- 
proof  containment.. 

Responsible  Official 

The  responsible  official  is  Suzanne 
Rainville,  Forest  Supervisor  of  the 
Payette  National  Forest,  800  West 
Lakeside  Avenue,  McCall,  Idaho  83638. 

Nature  of  Decision  To  Be  Made 

The  nature  of  the  Forest  Service 
decision  to  be  made  in  response  to  the 
POO  submitted  by  American 
Independence  Mines  and  Minerals,  Inc. 
is:  (1)  Approve  the  project  as  proposed, 
or  (2)  Notify  the  operator  of  changes  or 
additions  to  the  POO  necessary  to 
minimize  or  eliminate  adverse 
environmental  impacts  from  mineral 
activities  on  National  Forest  System 
(NFS)  lands,  as  required  by  Forest 
Service  regulations  (36  CFR  Part  228A). 
The  Payette  National  Forest  Supervisor 
has  determined  that  preparation  of  the 
EIS  is  required  for  approval  of  the  POO 
under  Forest  Service  regulations 
governing  locatable  mineral  activities  on 
National  Forest  System  Lands  (36  CFR 
part  228A)  and  CEQ  regulations 
implementing  the  National 
Environmental  Policy  Act  (40  CFR  parts 
1501-1508). 

Scoping  Process 

Public  participation  will  be  important 
at  several  points  during  the  analysis, 
particularly  during  scoping  of  issues 
and  review  of  the  draft  environmental 
impact  statement  (DEIS).  This  notice  of 
intent  initiates  the  scoping  process, 
which  guides  the  development  of  the 
EIS.  The  scoping  process  will  identify 
potential  issues  and  issues  to  be 
analyzed  in  detail,  and  will  lead  to  the 
development  of  alternatives  to.  the 
proposal.  Comments  received  in 
response  to  this  notice,  including  the 
names  and  addresses  of  those  who 
comment,  will  be  part  of  the  project 
record  and  available  for  public  review. 
The  second  major  opportunity  for 
public  input  is  with  the  DEIS.  The  DEIS 
will  analyze  a  range  of  alternatives  to 


the  proposed  action,  including  the  no¬ 
action  alternative. 

Preliminary  Issues 

Preliminary  issues  identified  by  the 
Forest  Service  interdisciplinary  team 
include  use  of  mechanized  equipment 
in  wilderness,  protection  of  wilderness 
character,  effects  to  threatened  and 
endangered  species,  and  effects  to 
aquatic  species  and  water  quality. 

Comment  Requested 

This  notice  of  intent  initiates  the 
scoping  process  which  guides  the 
development  of  the  environmental 
impact  statement.  The  Forest  Service 
encourages  the  public  to  express  issues, 
concerns,  and  suggestions  they  may 
have  about  this  proposed  action. 
Comments  should  be  directly  related  to 
issues  associated  with  the  proposed 
action,  rather  than  general  advocacy  of 
or  opposition  to  the  project,  to  best 
assist  us  in  the  NEPA  analysis. 

Although  comments  are  welcome  at  any 
time  during  this  NEPA  analysis,  they 
will  be  most  useful  to  us  if  they  are 
received  within  30  days  following  the 
publication  of  this  notice. 

Early  Notice  of  Importance  of  Public 
Participation  in  Subsequent 
Environmental  Review 

A  draft  environmental  impact 
statement  will  be  prepared  for  comment. 
The  comment  period  on  the  draft 
environmental  impact  statement  will  be 
45  days  from  the  date  the 
Environmental  Protection  Agency 
publishes  the  notice  of  availability  in 
the  Federal  Register.  The  Forest  Service 
believes,  at  this  early  stage,  it  is 
important  to  give  reviewers  notice  of 
several  court  rulings  related  to  public 
participation  in  the  environmental 
review  process.  First,  reviewers  of  draft 
environmental  impact  statements  must 
structure  their  participation  in  the 
environmental  review  of  the  proposal  so 
that  it  is  meaningful  and  alerts  an 
agency  to  the  reviewer’s  position  and 
contentions.  Vermont  Yankee  Nuclear 
Power  Corp.  v.  NRDC,  435  U.S.  519,  553 
(1978).  Also,  environmental  objections 
that  could  be  raised  at  the  draft 
environmental  impact  statement  stage 
but  that  are  not  raised  until  after 
completion  of  the  final  environmental 
impact  statement  may  be  waived  or 
dismissed  by  the  courts.  City  of  Angoon 
V.  Model,  803  F.2d  1016, 1022  (9th  Cir. 
1986)  and  Wisconsin  Heritages,  Inc.  v. 
Harris,  490  F.  Supp.  1334,  1338  (RD. 
Wis.  1980).  Because  of  these  court 
rulings,  it  is  very  important  that  those 
interested  in  this  proposed  action 
participate  by  the  close  of  the  45  day 
comment  period  so  that  substantive 
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comments  and  objections  are  made 
available  to  the  Forest  Service  at  a  time 
when  it  can  meaningfully  consider  them 
and  respond  to  them  in  the  final 
environmental  impact  statement. 

To  assist  the  Forest  Service  in 
identifying  and  considering  issues  and 
concerns  on  the  proposed  action, 
comments  on  the  draft  environmental 
impact  statement  should  be  as  specific 
as  possible.  It  is  also  helpful  if 
comments  refer  to  specific  pages  or 
chapters  of  the  draft  statement. 
Comments  may  also  address  the 
adequacy  of  the  draft  environmental 
impact  statement  or  the  merits  of  the 
alternatives  formulated  and  discussed  in 
the  statement.  Reviewers  may  wish  to 
refer  to  the  Council  on  Environmental 
Quality  Regulations  for  implementing 
the  procedural  provisions  of  the  * 
National  Environmental  Policy  Act  at  40 
CFR  1503.3  in  addressing  these  points. 
Comments  received,  including  the 
names  and  addresses  of  those  who 
comment,  will  be  considered  part  of  the 
public  record  on  this  proposal  and  will 
be  available  for  public  inspection. 

(Authority:  40  CFR  1501.7  and  1500.22; 

Forest  Service  Handbook  1909.15,  Section 
21) 

Dated:  October  30,  2008. 

Suzanne  C.  Rainville, 

Payette  National  Forest  Supervisor. 

[FR  Doc.  E8-27622  Filed  11-20-08;  8:45  am] 
BILLING  CODE  341 0-11 -P 


COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Additions  and 
Deletions 

AGENCY:  Committee  for  Purchase  From 
People  Who  Are  Blind  or  Severely 
Disabled. 

ACTION:  Additions  to  and  Deletions  from 
Procurement  List. 

SUMMARY:  This  action  adds  to  the 
Procurement  List  services  to  be 
furnished  by  nonprofit  agencies 
employing  persons  who  are  blind  or 
have  other  severe  disabilities,  and 
deletes  from  the  Procurement  List 
products  previously  furnished  by  such 
agencies. 

DATES:  Effective  Date:  12/21/2008. 
ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Jefferson  Plaza  2,  Suite  10800, 
1421  Jefferson  Davis  Highway, 
Arlington,  Virginia,  22202-3259. 

FOR  FURTHER  INFORMATION  (OR  TO  SUBMIT 
COMMENTS)  CONTACT:  Patricia  Briscoe. 
Telephone:  (703)  603-7740,  Fax;  (703) 


603-0655,  or  e-mail 
CMTEFedReg@AbiIityOne.gov. 

SUPPLEMENTARY  INFORMATION: 

Additions 

On  9/19/2008  and  10/03/2008,  the 
Committee  for  Purchase  From  People 
Who  Are  Blind  or  Severely  Disabled 
published  notice  (73  FR  183,  page  54366 
and  73  FR  193,  page  57590  respectively) 
of  proposed  additions  to  the 
Procurement  List. 

After  consideration  of  the  material 
presented  to  it  concerning  capability  of 
qualified  nonprofit  eigencies  to  provide 
the  services  and  impact  of  the  additions 
on  the  current  or  most  recent 
contractors,  the  Committee  has 
determined  that  the  services  listed 
below  are  suitable  for  procurement  by 
the  Federal  (Government  under  41  U.S.C. 
46-48C  and  41  CFR  51-2.4. 

Regulatory  Flexibility  Act  Certification 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  major  factors  considered  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities  other  than  the  small 
organizations  that  will  furnish  the 
services  to  the  Government. 

2.  The  action  will  result  in 
authorizing  small  entities  to  furnish  the 
services  to  the  Government. 

3.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
O’Day  Act  (41  U.S.C.  46— 48c)  in 
connection  with  the  services  proposed 
for  addition  to  the  Procurement  List. 

End  of  Certification 

Accordingly,  the  following  services 
are  added  to  the  Procurement  List: 

■  Services 

Service  Type/Location:  Materials 
Coordinator/Supplies 
TechnicianVVarebouse  located  at  Federal 
Highway  Administration  Bldg., 
Warehouse,  Vancouver,  WA. 

NPA:  Portland  Habilitation  Center,  Inc., 
Portland,  OR. 

Contracting  Activity:  Department  of 
Transportation. 

Service  Type/Location:  IRS  Document 
Destruction,  Carmel,  INIRS  Office, 
Carmel,  IN,  12900  North  Meridian, 
Carmel,  IN. 

Service  Type/Location:  IRS  Document 

Destruction,  Greenwood,  INIRS  Office, 
Greenwood,  IN,  1111  South  Park  Drive, 
Greenwood,  IN. 

NPA:  Shares  Inc.,  Shelbyville,  IN. 

Contracting  Activity:  Internal  Revenue 
Service,  Dept  of  Treasury. 


Deletions 

On  9/12/2008  and  9/19/2008,  the 
Committee  for  Purchase  From  People 
Who  Are  Blind  or  Severely  Disabled 
published  notice  (73  FR  178,  page  52948 
and  73  FR  183,  page  54366  respectively) 
of  proposed  deletions  to  the 
Procurement  List. 

After  consideration  of  the  relevant 
matter  presented,  the  Committee  has 
determined  that  the  products  listed 
below  are  no  longer  suitable  for 
procurement  by  the  Federal  Government 
under  41  U.S.C.  46-48c  and  41  CFR  51- 
2.4. 

Regulatory  Flexibility  Act  Certification 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  major  factors  considered  for  this 
c;ertification  were: 

1 .  The  action  will  not  result  in 
additional  reporting,  recordkeeping  or 
other  compliance  requirements  for  small 
entities. 

2.  The  action  may  result  in 
authorizing  small  entities  to  furnish  the 
products  to  the  Government. 

3.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
O’Day  Act  (41  U.S.C.  46-48c)  in 
connection  with  the  products  deleted 
from  the  Procurement  List. 

End  of  Certification 

Accordingly,  the  following  products 
are  deleted  from  the  Procurement  List: 

Products 

Tape,  Electronic  Data 

NSN:  7045-01-391-0947— Tape,  Electronic 
Data  Processing. 

NPA:  North  Central  Sight  Services,  Inc., 
Williamsport,  PA. 

Contracting  Activity:  Defense  Supply  Center 
Philadelphia,  Philadelphia,  PA. 

Tape,  Electronic  Data  Processing 

NSN:  7045-01-354-3517— Tape.  Electronic 
Data  Processing. 

NPA:  North  Central  Sight  Services,  Inc., 
Williamsport,  PA. 

Contracting  Activity:  Defense  Supply  Center 
Philadelphia,  Philadelphia,  PA. 

CRT  and  Keyboard  Cleaner 
NSN:  7045-01-247-6020— CRT  and 
Keyboard  Cleaner. 

NPA:  North  Central  Sight  Services,  Inc., 
Williamsport,  PA. 

Contracting  Activity:  Defense  Supply  Center 
Philadelphia,  Philadelphia,  PA. 

Data  Cartridge,  Travan 
NSN:  7045-01-438-6297— Data  Cartridge, 
Travan. 

NPA:  North  Central  Sight  Services,  Inc., 
Williamsport,  PA. 

Contracting  Activity:  Defense  Supply  Center 
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Philadelphia,  Philadelphia,  PA. 

Tray,  Repositional  Note  Pad 

NSN:  7520-01-166-0878— Tray, 

Repositional  Note  Pad. 

NPA:  L.C.  Industries  h’or  The  Blind,  Inc., 
Durham,  NC.  ' 

Contracting  Activity:  GSA/FS.S  Ofc  Sup  Ctr — 
Paper  Products,  New  York,  NY. 

Patricia  Briscoe, 

Lead,  Pricing  and  Information  Management. 
[FR  Doc.  E8-27650  Filed  11-20-08;  8:45  am) 
BILLING  CODE  6353-01 -P 

COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Proposed  Deletions 

agency:  Committee  for  Purchase  From 
People  Who  Are  Blind  or  Severely 
Disabled. 

ACTION:  Proposed  Deletions  From 
Procurement  List. 

SUMMARY:  The  Committee  is  proposing 
to  add  to  the  Procurement  List  products 
to  be  furnished  by  nonprofit  agencies 
employing  persons  who  are  blind  or 
have  other  severe  disabilities,  and  to 
delete  products  previously  furnished  by 
such  agencies. 

Comments  Must  Be  Received  on  or 
Before:  12/21/2008. 

ADDRESSES:  Committee  for  Purchase 
From  People  Who  Are  Blind  or  Severely 
Disabled,  Jefferson  Plaza  2,  Suite  10800, 
1421  Jefferson  Davis  Highway, 
Arlington,  Virginia  22202-3259. 

FOR  FURTHER  INFORMATION  CONTACT: 
Patricia  Briscoe,  Telephone:  (703)  603- 
7740,  Fax:  (703)  603-0655,  or  e-mail 
CMTEFedReg@A  bili  tyOn  e.gov. 

SUPPLEMENTARY  INFORMATION:  This 
notice  is  published  pursuant  to  41 
U.S.C.  47(a)(2)  and  41  CFR  51-2.3.  Its 
purpose  is  to  provide  interested  persons 
an  opportunity  to  submit  comments  on 
the  proposed  actions. 

Deletions 

Regulatory  Flexibility  Act  Certification 

I  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  major  factors  considered  for  this 
certification  were: 

1.  If  approved,  the  action  will  not 
result  in  additional  reporting, 
recordkeeping  or  other  compliance 
requirements  for  small  entities. 

2.  If  approved,  the  action  may  result 
in  authorizing  small  entities  to  furnish 
the  products  to  the  Government. 

3.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 


the  objectives  of  the  Javits-Wagner- 
O’Day  Act  (41  U.S.C.  46-48c)  in 
connection  with  the  products  proposed 
for  deletion  from  the  Procurement  List. 

End  of  Certification 

The  following  products  are  proposed 
for  deletion  from  the  Procurement  List: 

Products 

Sheet,  Bed,  Disposable 

NSN:  7210-00-139-6376— Sheet, 

Bed,  Disposable. 

NPA:  East  Texas  Lighthouse  for  the 
Blind.  Tyler,  TX. 

Contracting  Activity:  DEFENSE 
SUPPLY  CENTER  PHILADELPHIA, 
PHILADELPHIA,  PA. 

Disinfectant-Detergent,  General  Purpose 

NSN:  6840-00-935-9813— 
Disinfectant-Detergent,  General 
Purpose. 

NPA:  Lighthouse  for  the  Blind,  St. 
Louis,  MO. 

Contracting  Activity:  GSA/FAS 
•  SOUTHWEST  SUPPLY  CENTER 
(QSDAC),  FORT  WORTH.  TX. 
Disinfectant-Detergent,  General  Purpose 

NSN:  6840-00-926-1686— 
Disinfectant-Detergent,  General 
Purpose 

NPA:  Lighthouse  for  the  Blind,  St. 
Louis,  MO. 

Contracting  Activity:  GSA/FAS 
SOUTHWEST  SUPPLY  CENTER 
(QSDAC),  FORT  WORTH.  TX. 

Tray,  Desk,  Plastic 

NSN:  7520-01-466-0484— Tray, 

Desk,  Plastic. 

NPA:  L.C.  Industries  For  The  Blind, 
Inc.,  Durham,  NC. 

Contracting  Activity:  GSA/FSS  OFC 
SUP  CTR— PAPER  PRODUCTS, 
NEW  YORK,  NY. 

Binder,  Loose-leaf,  (Pressboard) 

'  NSJV;  751 0-01-51 0-4867— Binder, 
Loose-leaf,  (Pressboard). 

NSN:  7510-01-510-4862— Binder, 
Loose-leaf,  (Pressboard). 

NSN:  7510-01-510-4863— Binder, 
Loose-leaf,  (Pressboard). 

NSN:  7510-01-510-4861— Binder, 
Loose-leaf,  (Pressboard). 

NSN:  7510-01-510-4872— Binder, 
Loose-leaf.  (Pressboard). 

NSN:  7510-01-510-4864— Binder, 
Loose-leaf,  (Pressboard). 

NSN:  7510-01-510-4868— Binder, 
Loose-leaf,  (Pressboard). 

NSN:  7510-01-510-4870— Binder, 
Loose-leaf,  (Pressboard). 

NPA:  Georgia  Industries  for  the  Blind, 
Bainbridge,  GA. 

Contracting  Activity:  GSA/FSS  OFC 
SUP  CTR— PAPER  PRODUCTS, 


NEW  YORK,  NY. 

Patricia  Briscoe, 

Lead,  Pricing  and  Information  Management. 
[FR  Doc.  E8-27651  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6353-01 -P 


COMMISSION  ON  CIVIL  RIGHTS 

Agenda  and  Notice  of  Public  Meeting 
of  the  Wisconsin  Advisory  Committee 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  rules  and 
regulations  of  the  U.S.  Commission  on 
Civil  Rights  (Commission),  and  the 
Federal  Advisory  Committee  Act 
(FACA),  that  a  briefing  meeting  of  the 
Wisconsin  Advisory  Committee  to  the 
Commission  will  convene  at  9  a.m.  and 
adjourn  at  12  p.m.  on  December  11, 
2008,  at  the  Milwaukee  Athletic  Club, 
758  N.  Broadway,  Milwaukee,  WI 
53202.  The  purpose  of  the  meeting  is  to 
have  an  orientation  and  ethics  training 
for  new  SAC  members  as  well  as  a 
briefing  on  fair  housing  in  Wisconsin. 

Members  of  the  public  are  entitled  to 
submit  written  comments:  the 
comments  must  be  received  in  the 
regional  office  by  January  10,  2009.  The 
address  is  U.S.  Commission  on  Civil 
Rights,  Midwestern  Regional  Office,  55 
W.  Monroe  Street,  Suite  410,  Chicago,  IL 
60603.  Persons  wishing  to  e-mail  their 
comments,  or  to  present  their  comments 
verbally  at  the  meeting,  or  who  desire 
additional  information  should  contact 
Carolyn  Allen,  Administrative 
Assistant,  Midwestern  Regional  Office, 
or  by  e-mail:  callen@usccr.gov. 

Hearing-impaired  persons  who  will 
attend  the  meeting  and  require  the 
services  of  a  sign  language  interpreter 
should  contact  the  Regional  Office  at 
least  ten  (10)  working  days  before  the 
scheduled  date  of  the  meeting. 

Records  generated  from  this  meeting 
may  be  inspected  and  reproduced  at  the 
Midwestern  Regional  Office,  as  they 
become  available,  both  before  and  after 
the  meeting.  Persons  interested  in  the 
work  of  this  advisor^'  committee  are 
advised  to  go  to  the  Commission’s  Web 
site,  http://www.usccr.gov,  or  to  contact 
the  Midwestern  Regional  Office  at  the 
above  e-mail  or  street  address. 

The  meeting  will  be  conducted 
pursuant  to  the  provisions  of  the  rules 
and  regulations  of  the  Commission  and 
FACA. 

Dated  in  Washington,  DC,  November  17, 
2008. 

Christopher  Byrnes, 

Chief.  Regional  Programs  Coordination  Unit. 
[FR  Doc.  E8-27670  Filed  11-20-08;  8:45  am) 
BILLING  CODE  6335-01-P 
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DEPARTMENT  OF  COMMERCE 
Foreign-Trade  Zones  Board 
[Docket  56-2008] 

Foreign-Trade  Zone  20 — Suffolk,  VA 
Correction  to  Application  for  Subzone 
Status  STIHL  Incorporated  (Outdoor 
Power  Products  Manufacturing  and 
Distribution)  Virginia  Beach,  VA 

A  technical  correction  has  been 
submitted  to  the  Foreign-Trade  Zones 
Board  (the  Board)  by  STIHL 
Incorporated  (STIHL)  regarding  the 
company’s  application  requesting 
special-purpose  subzone  status  for  the 
company’s  outdoor  power  products 
manufacturing  facilities  located  in 
Virginia  Beach,  Virginia  (73  FR  60677- 
60678,  10/14/2008). 

Several  manufacturing  inputs  listed  in 
the  application  for  which  the  company 
is  requesting  manufacturing  authority 
were  incorrectly  identified  as  being  duty 
free.  These  inputs  with  the  correct  duty 
rates  are  as  follows;  Ethylene  polymers 
(6.5  percent);  articles  of  natural  cork  (14 
percent);  miscellaneous  copper  articles 
(3  percent);  filtering  or  purifying 
machinery  (2.5  percent);  spray  guns  (2.9 
percent);  and,  hand  tools  with  self- 
contained  electric  motors  (1.7  percent). 
Additionally,  a  duty-free  input 
(vulcanized  cellular  rubber  articles)  was 
inadvertently  omitted  from  the 
application.  The  application  otherwise 
remains  unchanged. 

Dated:  November  14.  2008. 

Andrew  McGilvray, 

Executive  Secretary. 

(FR  Doc.  E8-27763  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 
International  Trade  Administration 
[A-570-846] 

Brake  Rotors  From  the  People’s 
Republic  of  China:  Notice  of  Court 
Decision  Not  in  Harmony  With  Final 
Results  of  Administrative  Review 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

SUMMARY:  On  November  5,  2008,  the 
United  States  Court  of  International 
Trade  (“CIT”)  sustained  the  remand 
redetermination  issued  by  the 
Department  of  Commerce  (the 
“Department”)  pursuant  to  the  ClT’s 
remand  order  in  the  final  results  of  the 
administrative  review  of  the 
antidumping  duty  order  on  brake  rotors 
from  the  People’s  Republic  of  China 


(“PRC”).  See  Laizhou  Auto  Brake 
Equipment  Co.,  et  al.  v.  United  States, 
Court  No.  06-00430,  Slip  Op.  08-120 
(CIT  November  5,  2008)  {“Laizhou  IF’). 
This  case  arises  out  of  the  Department’s 
Final  Results  for  the  period  of  review 
(“POR”)  April  l)  2005  through  May  31, 
2006.  See  Brake  Rotors  from  the 
People’s  Republic  of  China:  Final 
Results  and  Partial  Rescission  of  the 
2004/2005  Administrative  Review  and 
Notice  of  Rescission  of  2004/2005  New 
Shipper  Review,  71  FR  66304 
(November  14,  2006)  {“Final  Results”). 
Consistent  with  the  decision  of  the 
United  States  Court  of  Appeals  for  the 
Federal  Circuit  (“CAFC”)  in  Timken  Co. 
V.  United  States,  893  F.2d  337  (Fed.  Cir. 
1990)  {“Timken"),  the  Department  is 
notifying  the  public  that  Laizhou  II  is 
not  in  harmony  with  the  Department’s 
Final  Results. 

OATES:  Effective  Date:  November  21, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT:  Paul 
Walker,  AD/CVD  Operations,  Office  9, 
Import  Administration,  International 
Trade  Administration,  U.S.  Department 
of  Commerce.  14th  Street  and 
Constitution  Ave.,  NW.,  Washington, 

DC  20230;  telephone:  (202)  482-0413. 
SUPPLEMENTARY  INFORMATION:  On  June 
26,  2008  the  CIT  directed  the 
Department  to:  (1)  Explain  whether  the 
rejected  rotors,  casting  strands/handles, 
etc.,  reintroduced  into  the  production 
process  should  be  properly  accounted 
for  in  the  factor  of  production 
“STLSCRAP”;  (2)  address  the  issue  of 
the  composition  of  the  predominant 
scrap  used  in  the  production  process; 

(3)  address  respondents’  argument  that 
the  Department  should  be  solely 
focusing  on  the  type  of  scrap  the 
respondents  reported  in  the  factor  field 
“STLSCRAP”;  and  (4)  explain  whether 
the  Department  has  in  fact  reassessed  its 
position  in  subsequent  reviews  as  to  the 
proper  HTS  classification  of  the 
respondents’  scrap.  See  Laizhou  Auto 
Brake  Equipment  Company,  et  al.  v. 
United  States,  Court  No.  06-00430,  Slip 
Op.  08-71  (CIT  June  26,  2008) 

{“Laizhou  F’),  at  17-18.  Pursuant  to  the 
CIT’s  remand  instructions,  we 
reexamined  the  record  and  determined 
that  the  best  available  information  on 
the  record  with  which  to  value  steel 
scrap  is  HTS  7204.49.00  (other  ferrous 
waste  and  scrap  (“ferrous  scrap”)), 
rather  than  HTS  7204.10.00  (waste  and 
scrap  of  cast  iron  (“cast  iron  scrap”)) 
which  was  used  in  the  Final  Results. 

The  Department  released  the  Draft 
Results  of  Redetermination  Pursuant  to 
Court  Remand  to  interested  parties.  No 
party  submitted  comments.  On 
September  24,  2008,  the  Department 


filed  its  final  results  of  redetermination 
pursuant  to  Laizhou  I  with  the  CIT.  See 
Final  Results  of  Redetermination 
Pursuant  to  Court  Remand,  Court  No. 
06-00430  (September  24,  2008)  {“Final 
Redetermination”).  In  responding  to  the 
CIT’s  questions  and  reassessing  the 
record  evidence,  we  have  determined  it 
appropriate  to  value  steel  scrap  using 
HTS  7204.49.00  (ferrous  scrap),  instead 
of  the  previously  selected  value,  HTS 
7204.10.00  (cast  iron  scrap).  We  note 
that  respondents  reported  purchasing 
steel  scrap  that  is  captured  under  HTS 
7204.49.00,  and  there  is  no  record 
evidence  which  contradicts  this 
assertion.  The  Department  valued  HTS 
7204.49.00  using  publicly  available 
Indian  import  statistics  for  the  POR 
from  the  World  Trade  Atlas  (“WTA”).' 
Thus,  the  Department  revised,  as 
appropriate,  the  remanded  steel  scrap 
surrogate  value  selection  components  of 
the  margin  calculations  of  Longkou 
Haimeng  Machinery  Co.,  Ltd.  and 
Hongfa  Machinery  (Dalian)  Co.,  Ltd.  The 
Department  also  revised  the  “sample 
rate”  applicable  to  the  non-mandatory 
respondents  separate  from  the  PRC-wide 
entity  who  are  parties  to  this  litigation: 
Laizhou  Auto  Brake  Equipment  Co., 

Ltd.;  Laizhou  City  Luqi  Machinery  Co., 
Ltd.;  Laizhou  Hongda  Auto 
Replacement  Parts  Co.,  Ltd.;  and 
Qingdao  Gren  (Group)  Co.  On  November 
5,  2008,  the  CI’T  sustained  all  aspects  of 
the  remand  redetermination  made  by 
the  Department  pursuant  to  the  CIT’s 
remand  of  the  Final  Results. 

In  Timken,  893  F.2d  at  341,  the  CAFC 
held  that,  pursuant  to  section  516A(e)  of 
the  Tariff  Act  of  1930,  as  amended  (the 
“Act”),  the  Department  must  publish  a 
notice  of  a  court  decision  that  is  not  “in 
harmony”  with  a  Department 
determination,  and  must  suspend 
liquidation  of  entries  pending  a 
“conclusive”  court  decision.  The  CIT’s 
decision  in  Laizhou  lion  November  5, 
2008,  constitutes  a  final  decision  of  the 
court  that  is  not  in  harmony  with  the 
Department’s  Final  Results.  This  notice 
is  published  in  fulfillment  of  the 
publication  requirements  of  Timken. 
Accordingly,  tbe  Department  will 
continue  the  suspension  of  liquidation 
of  the  subject  merchandise  pending  the 
expiration  of  the  period  of  appeal  or,  if 
appealed,  pending  a  final  and 
conclusive  court  decision.  In  the  event 
the  CIT’s  ruling  is  not  appealed  or,  if 
appealed,  upheld  by  the  CAFC,  the 
Department  will  instruct  U.S.  Customs 


'  WTA  is  published  by  Global  Trade  Infonnalion 
Services.  Inc.,  which  is  a  secondary  electronic 
source  based  upon  the  publication.  Monthly 
Statistics  of  the  Foreign  Trade  of  India,  V'olume  II: 
Imports.  See  http://www.gtis.com/wta.htm. 
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and  Border  Protection  to  revise  the  cash 
deposit  rates  covering  the  subject 
merchandise  and  to  assess  antidumping 
duties  on  entries  of  the  subject 
merchandise  during  the  POR  based  on 
the  revised  assessment  rates  calculated 
by  the  Department. 

This  notice  is  issued  and  published  in 
accordance  with  section  516A(c)(l)  of 
the  Act. 

Dated:  November  18,  2008. 

Stephen  J.  Claeys, 

Deputy  Assistant  Secretary  for  Antidumping 
and  Countervailing  Duty  Operations. 

[FR  Doo.  E8-27874  Filed  11-20-08;  8:45  am] 
BILLING  CODE  SSIO-OS-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

A-570-601 

Tapered  Rolier  Bearings  and  Parts 
Thereof,  Finished  and  Unfinished,  from 
the  People’s  Republic  of  China;  , 
Extension  of  Time  Limit  for  Final 
Results  of  the  2006-2007 
Administrative  Review 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

EFFECTIVE  DATE:  November  21,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  Paul 
Stolz,  AD/CVD  Operations,  Office  9, 
Import  Administration,  International 
Trade  Administration,  U.S.  Department 
of  Commerce,  14th  Street  and 
Constitution  Avenue,  NW,  Washington 
DC  20230;  telephone:  (202)  482-4474. 
SUPPLEMENTARY  INFORMATION: 

Background 

On  July  26,  2007,  the  Department  of 
Commerce  (“the  Department”) 
published  in  the  Federal  Register  a 
notice  of  the  initiation  of  the 
antidumping  duty  administrative  review 
of  tapered  roller  bearings  and  parts 
thereof,  finished  and  unfinished 
(“TRBs”)  from  the  People’s  Republic  of 
China  (“PRC”).  See  Initiation  of 
Antidumping  and  Counter\’ailing  Duty 
Administrative  Reviews  and  Request  for 
Revocation  in  Part,  72  FR  41057  (July 
26,  2007).  On  July  17,  2008,  the 
Department  published  its  preliminary 
results  on  TRBs  from  the  PRC.  See 
Tapered  Roller  Bearings  and  Parts 
Thereof,  Finished  and  Unfinished,  from 
the  People’s  Republic  of  China: 
Preliminary  Results  of  Antidumping 
Duty  Administrative  Review,  73  FR 
41033  (July  17,  2008).  The  final  results 
of  this  administrative  review  are 
currently  due  no  later  than  November 
14,  2008. 


Extension  of  Time  Limit  for  Final 
Results 

Section  751(a)(3)(A)  of  the  Tariff  Act 
of  1930,  as  amended  (“the  Act”), 
requires  the  Department  to  issue  the 
final  results  in  an  administrative  review 
within  120  days  after  the  date  on  which 
the  preliminary  results  are  published. 
However,  if  it  is  not  practicable  to 
complete  the  review  within  this  time 
period,  section  751(a)(3)(A)  of  the  Act 
allows  the  Department  to  extend  the 
time  period  to  a  maximum  of  180  days. 

The  Department  has  determined  that 
completion  of  the  final  results  within 
the  120-day  period  is  not  practicable 
because  the  Department  requires 
additional  time  to  analyze  case  and 
rebuttal  briefs,  and  to  hold  a  hearing. 
Because  it  is  not  practicable  to  complete 
this  review  within  the  current  time 
limit,  the  Department  is  extending  the 
time  period  for  issuing  the  final  results 
of  review  by  60  days,  until  January  13, 
2009,  in  accordance  with  section 
751(a)(3)(A)  of  the  Act  and  19  CFR 
351.213(h)(2). 

This  notice  is  published  pursuant  to 
sections  751(a)  and  777(i)  of  the  Act. 

Dated:  November  13,  2008. 

Stephen  ).  Claeys, 

Deputy  Assistant  Secretary  for  Import 
Administration. 

[FR  Doc.  E8-27760  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3S10-DS-S 

DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

Mission  Statement:  Building  for  the 
Future:  U.S.  Building  Products  Trade 
Mission  to  Asia,  April  20-28,  2009 

agency:  Department  of  Commerce. 
action:  Notice. 

Mission  Description 

The  United  States  Department  of 
Commerce,  International  Trade 
Administration,  U.S.  and  Foreign 
Commercial  Service  is  organizing  a 
Trade  Mission  to  Hong  Kong,  Singapore, 
and  Bangkok,  Thailand,  April  20-28, 
2009,  to  promote  U.S.  firms  offering 
environmentally  friendly  design  and 
engineering  services,  energy  efficient 
building  systems,  efficient  lighting  and 
heating/ventilation/air  conditioning 
(HVAC)  systems,  and  eco-friendly 
building  products. 

Growing  interest  in  energy  efficiency, 
environmental  protection,  and  “green” 
building  are  generating  significant 
opportunities  in  these  markets  for  U.S. 
firms  offering  innovative  products  and 
technologies.  The  mission  will  include 


one-on-one  business  matchmaking 
appointments  with  prospective  agents, 
distributors,  and  end-users;  updates  on 
major  projects;  Embassy  briefings  on 
doing  business  in  each  country'  market; 
and  networking  receptions. 

Commercial  Setting 
Hong  Kong 

In  Hong  Kong’s  estimated  $24  billion 
annual  construction  and  building  sector, 
usage  of  eco-friendly  and  energy-saving 
products  has  increased  in  recent  years 
as  developers  are  becoming  more 
concerned  about  their  environmental 
image  and  seek  to  attract  multinational 
corporate  tenants  who  prefer  features 
that  will  save  energy,  reduce  waste,  and 
increase  productivity  in  their 
commercial  projects. 

Government  regulations  and 
incentives  play  a  pivotal  role  in  shaping 
the  design  of  residential  buildings  in 
Hong  Kong.  Government  incentives  to 
encourage  green  building  and  waste 
reduction  include  exempting  green 
features  from  the  calculation  of  the  gross 
floor  area  of  a  property,  which  grants 
developers  extra  floor  space  to  boost  the 
market  value  of  their  properties. 

In  the  last  five  years,  growth  in 
demand  has  been  significant  for 
environmentally-friendly  products  such 
as  T5  lamps,  variable-speed  pumps,  heat 
recovery  systems  in  HVAC.  service-on- 
demand  features,  advanced  window 
glazings,  and  motion  sensors.  Metal 
formworks  have  extensively  replaced 
timber.  More  pre-fabricated  elements  are 
used  to  allow  cleaner  construction  sites. 
Use  of  photovoltaic  panels  has  also 
increased,  particularly  in  public 
buildings,  although  not  on  a  large  scale. 
The  market  for  green  building  products 
in  Hong  Kong  is  far  from  maturity  and 
holds  genuine  potential. 

Singapore 

Singapore's  $17  billion  construction 
market  is  estimated  to  reach  $20  billion 
annually  over  the  next  five  years. 
Government  spending  will  be  the  main 
factor  sustaining  construction  demand, 
with  emphasis  on  infrastructure 
projects.  Singapore’s  interest  in  green 
building  promises  to  be  substantial.  The 
Government  has  set  aside  about  $13 
million  over  the  next  three  years  for  the 
Green  Mark  Incentive  Program, 
administered  by  the  Building  and 
Construction  Authority  (BCA),  offering 
cash  incentives  to  private  developers 
and  building  owners  for  efforts  to 
achieve  a  BCA  Green  Mark  Gold  rating 
for  new  or  retrofitted  buildings  with  a 
gross  floor  area  exceeding  5,000  square 
meters.  Furthermore,  under  BCA’s 
Green  Mark  program,  the  Marina  Bay 
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area  is  to  serve  as  a  model  eco-city,  with 
a  new  reservoir  and  gardens,  and  most 
buildings  in  the  vicinity  Green  Mark 
certified.  (For  details  on  BCA’s  Green 
Mark  program,  see  http:// 
www'.bca.gov.sg/GreenMark/ 
green_mark_buildings.html.) 

Singapore’s  Housing  and 
Development  Board  is  developing  an 
eco-precinct  in  an  effort  to  ensure  the 
sustainability  of  public  housing 
developments.  The  BGA  is  also 
establishing  the  One  North  area  as  a 
model  of  green  facilities  for  the 
industrial  sector.  BGA’s  Green  Mark 
building  program  is  strongly  supported 
by  Singapore’s  National  Environment 
Agency,  pointing  to  excellent 
opportunities  for  U.S.  suppliers  of  green 
materials  and  technology.  The  BGA 
specifically  recommends  the  use  of 
recyclable  materials,  as  well  as  products 
and  systems  designed  to  harness 
renewable  energy  (e.g.,  solar,  wind, 
biomass),  increase  energy  efficiency, 
improve  indoor  air  quality,  and  reduce 
noise  and  air  pollution. 

Another  $34  million  has  been  set- 
aside  to  be  used  within  the  next  five 
years  for  a  new  Research  Fund  for  the 
Built  Environment.  This  Fund  aims  to 
intensify  research  and  development 
efforts  in  green  building  technologies 
and  energy  efficiency.  Separately,  the 
Singapore  Economic  Development 
Board  is  committing  $234  million  for 
the  green  energy  push,  which  includes 
an  initiative  to  make  Singapore  a  testing 
ground  for  new  technologies,  such  as 
the  latest  solar  panels  or  fuel  cell 
engines. 

In  all,  the  market  potential  in 
Singapore  for  technologies,  systems  and 
equipment  used  in  the  construction  of 
environmentally  sustainable  (“green”) 
buildings  is  growing.  This  covers  all 
types  of  systems  and  products  to 
improve  energy  and  water  efficiency  of 
a  building,  technologies  and  equipment 
that  improve  indoor  air  quality, 
construction  systems  that  reduce  noise 
and  air  pollution,  and  recyclable 
building  materials. 

Thailand 

The  United  States  and  Thailand  have 
enjoyed  a  special  commercial 
relationship  for  175  years  under  the 
Treaty  of  Amity  and  Commerce,  which 
in  most  sectors  affords  U.S.  companies 
operating  in  Thailand  national 
treatment,  putting  them  on  an  “equal 
playing  field”  with  Thai  companies,  a 
privilege  offered  to  no  other  trading 
partner’s  companies.  The  Thai  market 
offers  opportunities  for  U.S.  companies 
in  a  number  of  infrastructure  sectors, 
including  building  and  renewable 
energy. 


The  growing  necessity  for  energy 
conservation  in  commercial  and 
residential  buildings  is  opening  doors 
for  “green”.building  products  in 
Thailand.  As  the  third  largest  energy 
consuming  sector,  after  transport  and 
industry,  commercial  and  residential 
buildings  are  the  Thai  Government’s 
target  sector  for  implementation  of 
energy  conservation  policies.  Last  year, 
the  Ministry  of  Energy,  through  the 
Department  of  Alternative  Energy 
Development  and  Efficiency,  introduced 
a  program  to  promote  energy  efficient 
buildings.  The  program  provides 
technical  assistance  in  building  design 
and  selection  of  building  products  such 
as  exteriors,  insulation,  lighting,  and 
HVAG.  Qualified  participants  will  be 
publicly  endorsed  as  “energy  efficient.” 
Such  incentives,  along  with  tighter 
building  regulations  and  greater 
awareness  of  energy  conservation 
among  Thais,  will  continue  to  drive 
demand  for  green  products  and 
technologies  in  the  coming  years. 

The  Thai  government’s  $8.6  billion 
investment  plan  for  inlrastructure 
development  over  the  next  five  years 
also  offers  potential  for  U.S.  suppliers  of 
building  products  and  services, 
particularly  those  offering  eco-friendly 
materials  and  technologies  for  the 
construction  of  rail-based  mass  transit 
systems.  American  building  products, 
commanding  a  reputation  for  quality 
and  technology,  stand  much  to  gain 
from  these  growing  demand  trends  in 
Thailand. 

Mission  Goals 

The  Building  for  the  Future  Trade 
Mission  will  help  U.S.  firms  to  explore 
supplier  opportunities  under  various 
infrastructure  programs  and  initiate  or 
expand  their  exports  to  the  three 
markets  through  business-to-business 
introductions,  market  briefings,  and 
networking  activities. 

Mission  Scenario 

The  mission  will  stop  in  Hong  Kong, 
Singapore  and  Bangkok,  Thailand.  In 
each  city,  participants  will  meet  with 
government  officials,  potential  buyers, 
agents/distributors,  and  other  business 
partners.  They  will  also  attend  market 
briefings  by  U.S.  Embassy  officials,  as 
well  as  networking  events  offering 
further  opportunities  to  speak  with  local 
business  and  industry  decision-makers. 

Proposed  Mission  Timetable 

April  20,  2009  .  !  Mission  begins  in  Hong 

!  Kong. 

;  Market  briefing. 

I  Business  match¬ 
making. 

-  Networking  reception. 


April  20-21,  2009  ...  Business  match¬ 
making. 

April  22,  2009  .  Travel  to  Bangkok, 

Thailand. 

Networking  reception. 

April  23-24,  2009  ...  Market  Briefing. 

.  Business  match¬ 

making. 

April  25  or  26,  2009  T ravel  to  Singapore  on 

weekend. 

April  27-28,  2009  ...  Briefing. 

Business  match¬ 
making. 

Networking  reception. 

Mission  concludes. 


Participation  Requirements 

All  parties  interested  in  participating 
in  the  Building  for  the  Future  Trade 
Mission  must  complete  and  submit  an 
application  package  for  consideration  by 
the  Department  of  Gommerce.  All 
applicants  will  be  evaluated  on  their 
ability  to  meet  certain  conditions  and 
best  satisfy  the  selection  criteria  as 
outlined  below.  A  minimum  of  7  and 
maximum  of  15  companies  will  be 
selected  to  participate  in  the  mission 
from  the  applicant  pool.  U.S.  companies 
already  doing  business  in  the  target 
markets  as  well  as  U.S.  companies 
seeking  to  enter  the  target  markets  for 
the  first  time  may  apply. 

Fees  and  Expenses 

After  a  company  has  been  selected  to 
participate  in  tbe  mission,  a  payment  to 
the  Department  of  Commerce  in  the 
form  of  a  participation  fee  is  required. 
The  participation  fee  will  be  $5,785  for 
a  large  firm  and  $3,975  for  a  small-  or 
medium-sized  enterprise  (SME).*  The 
fee  for  each  additional  firm 
representative  (large  firm  or  SME)  is 
$450.  Expenses  for  travel,  lodging,  most 
meals,  and  incidentals  will  he  the 
responsibility  of  each  mission 
participant.  The  option  to  participate  in 
the  mission  is  also  being  offered  to  U.S.- 
based  firms  with  an  established 
presence  in  the  target  markets  or 
neighboring  countries:  the  same  fee 
structure  applies. 

Conditions  for  Participation 

•  An  applicant  must  submit  a 
completed  and  signed  mission 
application  and  supplemental 
application  materials,  including 
adequate  information  on  the  company’s 


*  An  SME  is  defined  as  a  firm  with  500  or  fewer 
employees  or  that  otherwise  qualifies  as  a  small 
business  under  SBA  regulations  (see  http:// 
i\'\vw.sba.gov/services/contracting_  opportunities/ 
sizestandardstopics/index.html).  Parent  companies, 
affiliates,  and  subsidiaries  will  be  considered  when 
determining  business  .size.  Tbe  dual  pricing  reflects 
the  Commercial  Service’s  user  fee  schedule  that 
became  effective  May  1,  2008  (see  http:// 

WWW. export. gov/newsletter/march2008/ 
initiatives. html  for  additional  information). 
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products  and/or  services,  primary 
market  objectives,  and  goals  for 
participation.  If  the  Department  of 
Commerce  receives  an  incomplete 
application,  the  Department  may  reject 
the  application,  request  additional 
information,  or  take  the  lack  of 
information  into  account  when 
evaluating  the  applications. 

•  Each  applicant  must  also  certify 
that  the  products  and  services  it  seeks 
to  export  through  the  mission  are  either 
produced  in  the  United  States,  or,  if  not, 
marketed  under  the  name  of  a  U.S.  firm 
and  have  at  least  51  percent  U.S. 
content  of  the  value  of  the  finished 
product  or  service. 

Selection  Criteria:  Selection  will  be 
based  on  the  following  criteria: 

•  Suitability  of  the  company’s 
products  or  services  in  the  target 
markets  and  sectors. 

•  Applicant’s  potential  for  business 
in  the  target  markets,  including 
likelihood  of  exports  resulting  from  the 
mission. 

•  Consistency  of  the  applicant’s  goals 
and  objectives  with  the  stated  scope  of 
the  trade  mission. 

Referrals  from  political  organizations 
and  any  documents  containing 
references  to  partisan  political  activities 
(including  political  contributions)  will 
be  removed  fi'om  an  applicant’s 
submission  and  not  considered  during 
the  selection  process. 

Timeframe  for  Recruitment  and 
Applications 

Mission  recruitment  will  be 
conducted  in  an  open  and  public 
manner.  Outreach  will  include 
publication  in  the  Federal  Register, 
posting  on  the  Commerce  Department 
trade  mission  calendar  [http:// 
wu'w.ita.doc.gov/doctm/tmcal.html)  and 
other  Internet  Web  sites,  press  releases 
to  general  and  trade  media,  direct  mail, 
broadcast  fax,  notices  by  industry  trade 
associations  and  other  multiplier 
groups,  and  publicity  at  industry 
meetings,  symposia,  conferences,  and 
trade  shows.  The  International  Trade 
Administration  will  explore  and 
welcome  outreach  assistance  from  other 
interested  organizations,  including  other 
U.S.  Government  agencies. 

Recruitment  for  the  mission  will 
begin  immediately  and  close  February 
20,  2009.  Applications  are  available  on¬ 
line  on  the  mission  Web  site  at  http:// 
wwiA'.  bujnisa  .gov/globaldesignbuild/ 
futurebuildmission.html.  They  can  also 
be  obtained  by  contacting  the  Mission 
Project  Officer  listed  below. 

Applications  received  after  February  20, 
2009  will  be  considered  only  if  space 
and  scheduling  constraints  permit. 


Contacts 

Sean  Timmins,  Global  Trade  Programs, 
Commercial  Service  Trade  Missions 
Program,  Tel:  202-482-1841,  E-mail: 
FutureBuildMission@mail.doc.gov. 
Terri  Batch,  International  Trade 

Specialist,  Global  Design  Build  Team 
Leader,  Tel:  310-882-1750,  E-mail: 
FutureBuildMission@mail.doc.gov. 

Sean  Timmins, 

Global  Trade  Progmms,  Commercial  Service 
Trade  Missions  Program. 

(FR  Doc.  E8-27761  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3510-DS-P 

DEPARTMENT  OF  COMMERCE 
International  Trade  Administration 
[A-570-831] 

Fresh  Garlic  from  the  People’s 
Republic  of  China:  Partial  Rescission 
of  the  13<^  Antidumping  Duty 
Administrative  Review 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

EFFECTIVE  DATE:  November  21,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Scott  Lindsay  or  Summer  Avery,  AD/ 
CVD  Operations,  Office  6,  Import 
Administration,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  NW,  Washington  DC  20230; 
telephone:  (202)  482-0780  or  (202)  482- 
4052,  respectively. 

Background 

On  December  27,  2007,  the 
Department  published  a  notice  of 
initiation  of  an  administrative  review  of 
fresh  garlic  from  the  People’s  Republic 
of  China  (“PRC”),  covering  the  period 
November  1,  2006,  through  October  31, 
2007.  See  Initiation  of  Antidumping  and 
Countervailing  Duty  Administrative 
Reviews,  72  FR  73315  (December  27, 
2007)  (Initiation  Notice). 

On  June  24,  2008,  the  Fresh  Garlic 
Producers  Association  (“FGPA”)  and  its 
individual  members^  (collectively, 
“Petitioners”)  partially  withdrew  their 
request  for  review  of  certain  companies 
in  this  administrative  review.  On  June 
26,  2008,  Petitioners  submitted  an 
amended  partial  withdrawal  of  request 
for  review.  In  total.  Petitioners 
withdrew  their  request  for  an 
administrative  review  for  twenty-eight 
companies  (.see  Attachment  1). 


'  The  individual  members  of  the  FCPA  are 
C;hri$topher  Ranch  L.L.C.,  The  Garlic  C;ompany, 
Valley  Garlic,  and  Vessey  and  Gompany,  Inc. 


Partial  Rescission 

Pursuant  to  19  CFR  351.213(d)(1),  the 
Secretary  will  rescind  an  administrative 
review,  in  whole  or  in  part,  if  a  party 
that  requested  the  review  withdraws  the 
request  within  90  days  of  the  date  of 
publication  of  notice  of  initiation  of  the 
requested  review.  Further  pursuant  to 
19  CFR  351.213(d)(1),  the  Department  is 
permitted  to  extend  this  time  limit  if 
reasonable  to  do  so.  On  March  27,  2008, 
the  Department  extended  the  deadline 
for  the  withdrawal  of  review  requests  to 
30  days  after  the  Department’s  receipt  of 
the  last  response  to  the  Department’s 
initial  questionnaire  filed  by  any 
selected  respondent  in  this  review.  On 
June  20,  2008,  the  Department  further 
extended  the  deadline  for  the 
withdrawal  of  review  requests  to  July  7, 
2008. 

Therefore,  because  Petitioners’ 
withdrawal  of  requests  for  review  was 
timely  and  no  other  party  requested  a 
review  of  the  aforementioned 
companies,  in  accordance  with  19  CFR 
351.213(d)(1),  we  are  rescinding  this 
review  with  respect  to  the  twenty-eight 
companies  named  in  Attachment  1.  In 
addition,  the  Initiation  Notice 
inadvertently  included  two  companies 
that  were  not  included  in  Petitioners’ 
original  request  for  review,  i.e.,  Anqui 
Friend  Food  Co.,  Ltd.  (“Anqui  Friend”) 
and  Anqui  Haoshun  Trade  Co.,  Ltd. 
(“Anqui  Haoshun”).  No  other  party 
requested  a  review  of  these  two 
companies.  Therefore,  we  are  also 
rescinding  the  review  of  Anqui  Friend 
and  Anqui  Haoshun.  Thus,  in  sum,  we 
are  rescinding  the  review  with  respect 
to  thirty  companies. 

Assessment  Rates 

The  Department  will  instruct  U.S. 
Customs  and  Border  Protection  (“CBP”) 
to  assess  antidumping  duties  on  all 
appropriate  entries.  For  those 
companies  for  which  this  review  has 
been  rescinded  and  which  have  a 
separate  rate,  antidumping  duties  shall 
be  assessed  at  rates  equal  to  the  cash 
deposit  of  estimated  antidumping  duties 
required  at  the  time  of  entry,  or 
withdrawal  from  warehouse,  for 
consumption,  in  accordance  with  19 
CFR  351.212(c)(2).  The  Department 
intends  to  issue  appropriate  assessment 
instructions  directly  to  CBP  15  days 
after  publication  of  this  notice.  For 
those  companies  for  which  this  review 
has  been  rescinded  but  do  not  have  a 
separate  rate  at  this  time  (and  thus 
remain  part  of  the  PRC^wide  entity),  the 
Department  will  issue  assessment 
instructions  upon  the  completion  of  this 
administrative  review. 
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Notification  to  Importers 

This  notice  serves  as  a  final  reminder 
to  importers  for  whom  this  review  is 
being  rescinded,  as  of  the  publication 
date  of  this  notice,  of  their 
responsibility  under  19  CFR 
351.402(f)(2)  to  file  a  certificate 
regarding  the  reimbursement  of 
antidumping  duties  prior  to  liquidation 
of  the  relevant  entries  during  this  , 
review  period.  Failure  to  comply  with 
this  requirement  could  result  in  the 
Secretary’s  presumption  that 
reimbursement  of  the  antidumping 
duties  occurred  and  the  subsequent 
assessment  of  double  antidumping 
duties. 

Notification  Regarding  Administrative 
Protective  Orders 

This  notice  also  serves  as  a  reminder 
to  parties  subject  to  administrative 
protective  orders  (“APO”)  of  their 
responsibility  concerning  the  return  or 
destructioif  of  proprietary  information 
disclosed  under  APO  in  accordance 
with  19  CFR  351.305,  which  continues 
to  govern  business  proprietary 
information  in  this  segment  of  the 
proceeding.  Timely  written  notification 
of  the  return/destruction  of  APO 
materials  or  conversion  to  judicial 
protective  order  is  hereby  requested. 
Failure  to  comply  with  the  regulations 
and  terms  of  an  APO  is  a  violation 
which  may  be  subject  to  sanctions. 

This  notice  is  issued  and  published  in 
accordance  with  section  777(i)(l)  of  the 
Act  and  19  CFR  351.213(d)(4). 

Dated:  November  17,  2008. 

Stephen  J.  Claeys, 

Deputy  Assistant  Secretary  for  Import 
Administration. 

Attachment  1 

1.  Anqiu  Haoshun  Trade  Co.,  Ltd.; 

2.  Golden  Bridge  International,  Inc.; 

3.  Hebei  Golden  Bird  Trading  Co., 
Ltd.; 

4.  Henan  Weite  Industrial  Co.,  Ltd.; 

5.  Henan  Xingchang  Sunny  Foodstuff; 

6.  Heze  Ever-Best  International  Trade 
Co.,  Ltd.  (f/k/a  Shandong  Heze 
International  Trade  and  Developing 
Company); 

7.  Huaiyang  Hongda  Dehydrated 
Vegetable  Company; 

8.  Jinan  Yipin  Corporation,  Ltd.; 

9.  Jinxiang  Shanyang  Freezing  Storage 
Co.,  Ltd.; 

10.  Jinxiang  Tianma  Freezing  Storage 
Co.,  Ltd.; 

11.  lining  Yongjia  Trade  Co.,  Ltd.; 

12.  Linshu  Dading  Private 
Agricultural  Products  Co.,  Ltd.; 

13.  Qingdao  Aobeilin  Import  &  Export 
Co.; 

14.  Qingdao  Camel  Trading  Co.,  Ltd.; 


15.  Qingdao  Longyuan  Aquatic 
Products; 

16.  Qingdao  Oasis  International  Trade 
Co.; 

17.  Qingdao  Titan  Shipping  LLC; 

18.  Shandong  Longtai  Fruits  and 
Vegetables  Co.,  Ltd.; 

19.  Shandong  Wonderland  Organic 
Food  Co.,  Ltd.; 

20.  Shanghai  Ever  Rich  Trade 
Company; 

21.  Shenzhen  Fanhui  Import  &  Export 
Co.,  Ltd.; 

22.  Shenzhen  Xinboda  Industrial  Co., 
Ltd.; 

23.  Sunny  Import  &  Export  Limited; 

24.  Taian  Fook  Huat  Tong  Kee  Pte. 
Ltd.; 

25.  Taiyan  Ziyang  Food  Co.,  Ltd.; 

26.  Weifang  Hongqiao  International 
Logistic  Co.,  Ltd.; 

27.  XuZhou  Simple  Garlic  Industry 
Co.,  Ltd.;  and 

28.  Zhengzhou  Harmoni  Spice  Co., 
Ltd. 

[FR  Doc.  E8-27754  Filed  11-20-08;  8:45  am) 
BILLING  CODE  3510-OS-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XL80 

Endangered  and  Threatened  Species; 
Take  of  Anadromous  Fish 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Receipt  of  applications  for 
scientific  research  permits;  receipt  of 
application  to  renew  and  to  modify 
scientific  permit;  request  for  comments. 

SUMMARY:  Notice  is  hereby  given  that 
NMFS  has  received  applications  for 
scientific  research  from  the  U.S.  Fish 
and  Wildlife  Service  (USFWS-Stockton) 
in  Stockton,  CA  (13791),  and  from 
FISHBIO  Environmental,  LLC 
(FISHBIO)  in  Chico,  CA  (14092).  Notice 
is  also  given  that  NMFS  has  received  an 
application  to  modify  a  permit  for 
scientific  research  from  the  Interagency 
Ecological  Program  (lEP),  in  Stockton, 
CA  (1440).  These  permits  would  affect 
the  federally  endangered  Sacramento 
River  winter-run  Chinook  salmon  and 
the  threatened  Central  Valley  spring-run 
Chinook  salmon  Evolutionarily 
Significant  Units  (ESUs),  the  federally 
threatened  Central  Valley  steelhead 
Distinct  Population  Segment  (DPS),  and 
the  federally  threatened  southern 
Distinct  Population  of  North  American 
green  sturgeon  (southern  DPS  of  green 


sturgeon).  Permit  1440  would  also  affect 
threatened  Central  California  Coast 
steelhead.  This  document  serves  to 
notify  the  public  of  the  availability  of 
the  permit  applications  for  review  and 
comment. 

DATES:  Written  comments  on  the  permit 
applications  must  be  received  no  later 
than  5  p.m.  Pacific  Standard  Time  on 
December  22,  2008. 

ADDRESSES:  Comments  submitted  by  e- 
mail  must  be  sent  to  the  following 
address  FRNpermitsSAC@noaa.gov.  The 
applications  and  related  documents  are 
available  for  review  by  appointment,  for 
permits:  Protected  Resources  Division, 
NMFS,  650  Capitol  Mall,  Suite  8-300, 
Sacramento,  CA  95814  (ph:  916-930- 
3600,  fax:  916-930-3629). 

FOR  FURTHER  INFORMATION  CONTACT: 
Shirley  Witalis  at  phone  number  916- 
930-3606,  or  e-mail: 
shirley.  witalis@noaa.gov. 

SUPPLEMENTARY  INFORMATION: 

Authority 

Issuance  of  permits  and  permit 
modifications,  as  required  by  the 
Endangered  Species  Act  of  1973  (16 
U.S.C.  1531  1543)  (ESA),  is  based  on  a 
finding  that  such  permits/modifications: 
(1)  are  applied  for  in  good  faith;  (2) 
would  not  operate  to  the  disadvantage 
of  the  listed  species  which  are  the 
subject  of  the  permits;  and  (3)  are 
consistent  with  the  purposes  and 
policies  set  forth  in  section  2  of  the 
ESA.  Authority  to  take  listed  species  is 
subject  to  conditions  set  forth  in  the 
permits.  Permits  and  modifications  are 
issued  in  accordance  with  and  are 
subject  to  the  ESA  and  NMFS 
regulations  governing  listed  fish  and 
wildlife  permits  (50  CFR  parts  222-226). 

Those  individuals  requesting  a 
hearing  on  an  application  listed  in  this 
notice  should  set  out  the  specific 
reasons  why  a  hearing  on  that 
application  would  be  appropriate  (see 
ADDRESSES).  The  holding  of  such  a 
hearing  is  at  the  discretion  of  the 
Assistant  Administrator  for  Fisheries, 
NOAA.  All  statements  and  opinions 
contained  in  the  permit  action 
summaries  are  those  of  the  applicant 
and  do  not  necessarily  reflect  the  views 
of  NMFS. 

Species  Covered  in  This  Notice 

This  notice  is  relevant  to  federally- 
listed  endangered  Sacramento  River 
winter-run  Chinook  salmon 
[Oncorhynchus  tshanytscba)  ESU, 
threatened  Central  Valley  spring-run 
Chinook  salmon  (O.  tshaw^scha)  ESU, 
threatened  Central  Valley  steelhead  (O. 
mykiss)  DPS,  threatened  Central 
California  Coast  steelhead  (O.  mykiss), 
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and  threatened  southern  DPS  of  North 
American  green  sturgeon  [Acipenser 
medirostris). 

Applications  Received 

USFWS-Stockton  requests  a  3-year 
permit  (13791)  for  take  of  juvenile 
Sacramento  River  winter-run  Chinook 
salmon,  Central  Valley  spring-run 
Chinook  salmon,  and  Central  Valley 
steelhead  associated  with  research  on 
salmonid  migratory  behavior  at 
monitoring  locations  in  the  Sacramento 
River  basin  and  in  the  Sacramento-San 
Joaquin  Delta,  in  California.  USFWS- 
Stockton  requests  authorization  for  an 
estimated  annual  take  of  3,000  juvenile 
Central  Valley  salmonids  for  three 
consecutive  years  resulting  from  capture 
(by  seine,  trawl,  gill  and  fyke  net), 
handling,  anesthetizing,  measuring, 
tissue  sampling,  scale  sampling,  tag 
scanning,  and  release  of  fish.  A 
subsample  of  incidental  mortalities  may 
be  retained  by  the  U.S.  Fish  and 
Wildlife  Service  office  in  Red  Bluff,  CA 
as  a  teaching  collection  and  as  a  source 
of  tissues  for  genetic  and  life  history 
analysis.  USFWS-Stockton  requests 
authorization  for  an  estimated  total  take 
of  39  adult  and  2591  juvenile  winter-run 
Chinook  salmon  (that  includes  12.8 
percent  and  2.0  percent  incidental 
mortality,  respectively),  29  adult  and 
12317  juvenile  spring-run  Chinook 
salmon  (that  includes  17.2  percent  and 
1.2  percent  incidental  mortality),  49 
adult  and  632  juvenile  steelhead  (12.2 
percent  and  3.5  percent  incidental 
mortality),  and  14  adult  and  15  juvenile 
green  sturgeon  (no  associated  mortality), 
resulting  from  capture,  handling, 
measuring,  and  releasing  of  fish. 

FISHBIO  requests  a  5-year  permit 
(14092)  for  incidental  take  of  threatened 
Central  Valley  steelhead  in  the  lower 
Stanislaus  River  associated  with  a  study 
that  aims  to  characterize  fish  species 
composition,  abundance,  and  seasonal 
distribution;  evaluate  juvenile  Chinook 
salmon  rearing  extent,  timing,  and 
locations;  and  determine  potential 
limiting  factors  for  juvenile  rearing  and 
mitigation.  FISHBIO  requests 
authorization  for  an  estimated  annual 
take  of  34  adult  and  249  juvenile 
steelhead  (that  includes  5.9  percent  and 
5.6  percent  incidental  mortality, 
respectively)  resulting  from  capture  by 
seine,  pack  or  boat  electrofishing; 
handling,  measuring,  and  releasing  of 
fish. 

lEP  requests  modification  of  a  10-year 
permit  (1440)  for  incidental  take  of 
adult  and  juvenile  Sacramento  River 
winter-run  Chinook  salmon.  Central 
Valley  spring-run  Chinook  salmon. 
Central  Valley  steelhead.  Central 
California  Coast  steelhead,  and  southern 


DPS  of  green  sturgeon  associated  with 
research  studies  located  throughout  the 
Sacramento-San  Joaquin  Bay-Delta  that 
aim  to  evaluate  the  effects  of  water 
export  facilities  (State  Water  Project  and 
Central  Valley  Water  Project)  on  aquatic 
organisms.  lEP  requests  authorization 
for  an  estimated  annual  take  of  38  adult 
and  289  juvenile  winter-run  Chinook 
salmon  (that  includes  10.5  percent  and 
7.3  percent  incidental  mortality, 
respectively),  105  adult  and  1894 
juvenile  spring-run  Chinook  salmon 
(that  includes  9.5  percent  and  6.3 
percent  incidental  mortality),  37  adult 
and  240  juvenile  steelhead  (that 
includes  8.1  percent  and  5.4  percent 
incidental  mortality),  2  juvenile  Central 
California  Coast  steelhead  (no 
mortality),  and  272  adult  and  sub-adult 
green  sturgeon  (that  includes  4.0 
percent  of  incidental  mortality), 
resulting  from  capture  (by  various 
methodologies,  including  net,  seine, 
hook-and-line,  and  boat  electrofishing) 
handling,  biological  sampling,  and 
releasing  of  fish. 

Dated:  November  17,  2008. 

Angela  Somma, 

Chief,  Endangered  Species  Division,  Office 
of  Protected  Resources,  National  Marine 
Fisheries  Service. 

[FR  Doc.  E8-27770  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN:  0648-XL87 

Gulf  of  Mexico  Fishery  Management 
Council;  Public  Meeting 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 

summary:  The  Gulf  of  Mexico  Fishery 
Management  Council  will  convene  a 
meeting  of  the  Mackerel  Advisory  Panel 
(AP). 

DATES:  The  Mackerel  AP  meeting  will 
begin  at  1:30  pm  on  Thursday, 

December  11,  2008  and  conclude  by  1 
pm  on  Friday,  December  12,  2008. 
ADDRESSES:  The  meeting  will  be  held  at 
the  Radisson  Hotel,  2150  Veterans 
Memorial  Blvd,  New  Orleans,  LA  70062. 

Council  address:  Gulf  of  Mexico 
Fishery  Management  Council,  2203 
North  Lois  Avenue,  Suite  1100,  Tampa, 
FL  33607. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 

Richard  Leard,  Interim  Executive 


Director:  Gulf  of  Mexico  Fishery 
Management  Council;  telephone:  (813) 
348-1630. 

SUPPLEMENTARY  INFORMATION:  The 

Mackerel  AP  will  meet  to  receive  a 
presentation  of  a  recent  stock 
assessment  for  king  mackerel  and  to 
potentially  make  recommendations  to 
the  Council  of  an  annual  catch  limit 
(ACL)  for  Gulf  group  king  mackerel  and 
perhaps  other  management 
considerations. 

Copies  of  the  agenda  and  other  related 
materials  can  be  obtained  by  calling 
(813)  348-1630. 

Although  other  non-emergency  issues 
not  on  the  agenda  may  come  before  the 
AP  for  discussion,  in  accordance  with 
the  Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act),  those  issues 
may  not  be  the  subject  of  formal  action 
during  this  meeting.  Actions  of  the  AP 
will  be  restricted  to  those  issues 
specifically  identified  in  the  agenda  and 
any  issues  arising  after  publication  of 
this  notice  that  require  emergency 
action  under  Section  305(c)  of  the 
Magnuson-Stevens  Act,  provided  the 
public  has  been  notified  of  the  Council’s 
intent  to  take  action  to  address  the 
emergency. 

Special  Accommodations 

This  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  Tina 
O’Hern  at  the  Council  (see  ADDRESSES) 
at  least  5  working  days  prior  to  the 
meeting. 

Dated:  November  18,  2008. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E8-27681  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3510-22-S 

DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN: 0648-XL86 

Gulf  of  Mexico  Fishery  Management 
Council;  Public  Meeting 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  a  public  meeting. 

SUMMARY:  The  Gulf  of  Mexico  Fishery 
Management  Council  will  convene  a 
joint  meeting  of  the  Standing  and 
Special  Mackerel  Scientific  and 
Statistical  Committees  (SSC). 
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DATES:  The  Joint  Standing  and  Special 
Mackerel  SSC  meeting  will  begin  at  1:30 
p.m.  on  Thursday,  December  11,  2008 
and  conclude  by  5  pm  on  Friday, 
December  12,  2008. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Radisson  Hotel,  2150  Veterans 
Memorial  Blvd,  New  Orleans,  LA  70062. 

Council  address:  Gulf  of  Mexico 
Fishery  Management  Council,  2203 
North  Lois  Avenue,  Suite  1100,  Tampa, 
FL  33607. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 

Richard  Leard,  Interim  Executive 
Director;  Gulf  of  Mexico  Fishery 
Management  Council;  telephone:  (813) 
348-1630. 

SUPPLEMENTARY  INFORMATION:  The  Joint 
Standing  and  Mackerel  SSC  will  meet  to 
receive  a  presentation  of  a  recent  stock 
assessment  for  king  mackerel  and  to 
make  recommendations  for  acceptable 
biological  catch  (ABC)  levels  and  annual 
catch  limits  (ACL)  for  Gulf  migratory 
group  king  mackerel.  The  Standing  SSC 
will  also  discuss  and  potentially 
develop  recommendations  for  the 
Council  as  to  its  futme  role  and 
responsibilities  based  on  the  Magnuson- 
Stevens  Reauthorization  Act  changes. 

Copies  of  the  agenda  and  other  related 
materials  can  be  obtained  by  calling 
(813)  348-1630. 

Although  other  non-emergency  issues 
not  on  the  agenda  may  come  before  the 
SSCs  for  discussion,  in  accordance  with 
the  Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act),  those  issues 
may  not  be  the  subject  of  formal  action 
during  this  meeting.  Actions  of  the  SSCs 
will  be  restricted  to  those  issues 
specifically  identified  in  the  agenda  and 
any  issues  arising  after  publication  of 
this  notice  that  require  emergency 
action  under  Section  305(c)  of  the 
Magnuson-Stevens  Act,  provided  the 
public  has  been  notified  of  the  Council’s 
intent  to  take  action  to  address  the 
emergency. 

Special  Accommodations 

This  meeting  is  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to  Tina 
O’Hern  at  the  Council  (see  ADDRESSES) 
at  least  5  working  days  prior  to  the 
meeting. 

Dated:  November  18,  2008. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
IFR  Doc.  E8-27682  F’iled  11-20-08;  8:45  am] 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Telecommunications  and 
Information  Administration 

Notice:  Call  for  Nominations,  Online 
Safety  and  Technology  Working  Group 

AGENCY:  National  Telecommunications 
and  Information  Administration 
ACTION:  Notice  and  Request  for 
Nominations  of  Representatives  to  Serve 
on  Working  Group 

summary:  The  National 
Telecommunications  and  Information 
Administration  (NTIA)  is  seeking 
nominations  of  individuals  to  represent 
the  business  community,  public  interest 
groups,  and  other  appropriate  groups 
interested  in  serving  on  the  NTIA 
Online  Safety  and  Technology  Working 
Group  (OSTWG)  for  a  single  fifteen  (15) 
month  term  to  commence  in  January 
2009.  At  the  conclusion  of  the  working 
group’s  term,  the  OSTWG  will  provide 
a  report  to  the  Assistant  Secretary  for 
Communications  and  Information  and 
NTIA  Administrator  and  to  Congress  on 
ways  to  promote  and  to  preserve  a  safe 
environment  for  children  using  the 
Internet. 

DATES:  Nominations  must  be 
postmarked  or  electronically 
transmitted  on  or  before  December  12, 
2008. 

ADDRESSES:  An  organization  wishing  to 
submit  a  nomination  of  an  individual  to 
represent  that  organization’s  interests 
relevant  to  the  work  of  the  OSTWG 
should  send  the  individual’s  resume  or 
curriculum  vita  and  a  biographical 
statement  summarizing  the  individual’s 
interest  in  serving  on  the  working  group 
and  relevant  qualifications  to  the 
attention  of  Tim  Sloan  by  mail  to  Office 
of  the  Assistant  Secretary,  National 
Telecommunications  and  Information 
Administration,  1401  Constitution 
Avenue  N.W.,  Room  4725,  Washington, 
DC  20230;  by  facsimile  transmission  to 
(202)  482-6173;  or  by  electronic  mail  to 
ostwg@ntia.doc.gov.  Individuals  may 
also  self-nominate  by  submitting  the 
same  information  listed  above,  as  well 
as  an  indication  of  support  from  the 
organization  or  group  that  the 
individual  will  represent. 

FOR  FURTHER  INFORMATION  CONTACT:  Eric 
Stark  at  (202)  482-1880  or 
estark@ntia.doc.gov;  or  Tim  Sloan  at 
(202)  482-1899  or  tsIoan@ntia.doc.gov. 
SUPPLEMENTARY  INFORMATION:  On 
October  10,  2008,  the  President  signed 
into  law  the  “Broadband  Data 
Improvement  Act”  (the  Act),  Pub.  L.  No. 
110-385.  Section  214  of  that  Act  directs 


NTIA  to  establish  the  OSTWG  to  review 
and  evaluate: 

•  The  status  of  industry  efforts  to 
promote  online  safety  through 
educational  efforts,  parental  control 
technology,  blocking  and  filtering 
software,  age-appropriate  labels  for 
content  or  other  technologies  or 
initiatives  designed  to  promote  a  safe 
online  environment  for  children; 

•  The  status  of  industry  efforts  to 
promote  online  safety  among  providers 
of  electronic  communications  services 
and  remote  computing  services  by 
reporting  apparent  child  pornography, 
including  any  obstacles  to  such 
reporting; 

•  The  practices  of  electronic 
communications  service  providers  and 
remote  computing  service  providers 
related  to  record  retention  in  connection 
with  crimes  against  children;  and 

•  The  development  of  technologies  to 
help  parents  shield  their  children  from 
inappropriate  material  on  the  Internet. 

The  OSTWG  must  report  its  findings 
and  recommendations  to  the  Assistant 
Secretcury  and  to  Congress  within  one  (1) 
year  after  its  first  meeting. 

The  Act  specifies  that  the  OSTWG 
must  be  comprised  of  “representatives 
of  relevant  sectors  of  the  business 
community,  public  interest  groups,  and 
other  appropriate  groups  and  Federal 
agencies.”  'The  “business  community” 
includes,  at  a  minimum,  Internet  service 
providers,  Internet  content  providers 
(especially  targeted  towards  children), 
producers  of  blocking  and  filtering 
software,  operators  of  social  networking 
sites,  search  engines,  Web  portals,  and 
domain  name  service  (DNS)  providers. 
Public  interest  groups  may  include 
organizations  that  work  on  behalf  of 
children  or  study  children’s  issues, 
Internet  safety  groups,  and  education 
and  academic  entities.  NTIA  is  seeking 
representatives  from  a  broad  spectrum 
of  organizations  to  obtain  the  best 
information  available  on  the  state  of 
online  safety. 

The  OSTWG  will  have  up  to  30 
members.  Appointments  will  be  for  a 
single  fifteen  (15)  month  term.  The 
Assistant  .Secretary  seeks 
representatives  of  organizations  with 
expertise  and  knowledge  concerning  the 
issues  the  OSTWG  will  study,  and  upon 
which  it  will  report,  as  described  in  the 
Act,  especially  individuals  who  can 
represent  the  views  of  an  industry  sector 
or  a  larger  public  interest  group.  NTIA 
will  also  work  with  relevant  federal 
agencies  to  identify  appropriate 
representatives  to  serve  on  the  working 
group. 

The  Act  exempts  the  OSTWG  from 
the  Federal  Advisory  Committee  Act. 
Members  will  not  receive  compensation 
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or  reimbursement  for  travel  or  for  per 
diem  expenses.  A  meeting  schedule  will 
be  announced  upon  formation  of  the 
working  group.  All  members  selected 
must  agree  to  attend  the  scheduled 
meetings  and  provide  input  on  the 
working  group’s  report.  NTIA  will 
provide  administrative  support  for  the 
working  group. 

Nominations  of  potential  members 
should  include  the  individual’s  resume 
or  curriculum  vita  and  should  also 
include  a  biographical  statement 
summarizing  the  individual’s  interest  in 
serving  on  the  working  group  and  the 
individual’s  qualifications  relevant  to 
the  OSTWG’s  work.  Nominations 
should  also  include  a  discussion  of  the 
individual’s  ability  to  represent  the 
views  of  an  industry  sector  or  public 
interest  group.  Individuals  may  also 
self-nominate  by  submitting  the  same 
information  listed  above,  as  well  as  an 
indication  of  support  from  the 
organization  or  group  that  the 
individual  will  represent. 

Dated:  November  17,  2008. 

Kathy  D.  Smith, 

Chief  Counsel,  National  Telecommunications 
and  Information  Administration. 

[FR  Doc.  E8-27675  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3510-60-S 


DEPARTMENT  OF  COMMERCE 

Patent  and  Trademark  Office 

Submission  for  0MB  Review; 
Comment  Request 

The  United  States  Patent  and 
Trademark  Office  (USPTO)  will  submit 
to  the  Office  of  Management  and  Budget 
(OMB)  for  clearance  of  the  following 
proposal  for  collection  of  information 
under  the  provisions  of  the  Paperwork 
Reduction  Act  (44  U.S.C.  Chapter  35). 
AGENCY:  United  States  Patent  and 
Trademark  Office  (USPTO). 

Title:  Patent  Prosecution  Highway 
(PPH)  Program. 

Form  Number(s):  PTO/SB/10,  PTO/ 
SB/12,  PTO/SB/20AU,  PTO/SB/20CA, 
PTO/SB/20DK,  PTO/SB/20EP,  PTO/SB/ 
20JP,  PTO/SB/20KR.  and  PTO/SB/ 
20UK. 

Agency  Approval  Number:  0651- 
0058. 

Type  of  Request:  Revision  of  a 
currently  approved  collection. 

Burden:  2,625  hours  annually. 

Number  of  Respondents:  1,350 
responses  per  year. 

Average  Hours  per  Response:  The 
USPTO  estimates  that  it  will  take  the 
public  approximately  1.5  to  2  hours  to 
submit  tbe  information  in  this 
collection,  including  the  time  to  gather 


the  necessary  information,  prepare  the 
appropriate  form,  and  submit  the 
completed  request. 

Needs  and  Uses:  The  Patent 
Prosecution  Highway  (PPH)  pilot 
program  was  originally  established 
between  tbe  United  States  Patent  and 
Trademark  Office  (USPTO)^and  the 
Japan  Patent  Office  (JPO)  on  July  3, 

2006.  The  PPH  program  allows 
applicants  whose  claims  are  determined 
to  be  patentable  in  the  office  of  first  . 
filing  to  have  the  corresponding 
application  that  is  filed  in  the  office  of 
second  filing  be  advanced  out  of  turn  for 
examination.  At  the  same  time,  the  PPH 
program  allows  the  office  of  second 
filing  to  exploit  the  search  and 
examination  results  of  the  office  of  first 
filing,  which  increases  examination 
efficiency  and  improves  patent  quality. 
Additional  PPH  pilot  programs  have 
recently  been  established  between  the 
USPTO  and  the  United  Kingdom 
Intellectual  Property  Office  (UKIPO),  the 
Canadian  Intellectual  Property  Office 
(CIPO),  the  Danish  Patent  and 
Trademark  Office  (DKPTO),  the 
European  Patent  Office  (EPO),  the 
Korean  Intellectual  Property  Office 
(KIPO),  and  the  Intellectual  Property 
Office  of  Australia  (IPAU). 

The  USPTO  and  the  JPO  also 
participate  in  a  work-sharing  pilot 
project  called  the  “New  Route.”  Under 
the  New  Route  framework,  a  filing  in 
one  member  office  of  this  arrangement 
would  be  deemed  a  filing  in  all  member 
offices.  The  first  office  and  applicant 
would  be  given  a  30-month  processing 
time  frame  in  which  to  make  available 
a  first  office  action  and  any  necessary 
translations  to  the  second  office(s),  and 
the  second  office(s)  would  exploit  the 
search  and  examination  results  in 
conducting  their  own  examination. 

This  information  collection 
previously  included  two  forms.  Request 
for  Participation  in  the  New  Route  Pilot 
Program  Between  the  JPO  and  the 
USPTO  (PTO/SB/10)  and  Request  for 
Participation  in  the  Patent  Prosecution 
Highway  (PPH)  Pilot  Program  Between 
the  (1)  JPO  or  (2)  UKIPO  and  the  USPTO 
(PTO/SB/20),  which  may  be  used  by 
applicants  to  request  participation  in 
the  programs  and  to  ensure  that  they 
meet  the  program  requirements.  Since 
the  PPH  program  with  the  JPO  has  been 
fully  implemented.  Form  PTO/SB/20 
has  been  revised  as  Form  PTO/SB/20JP 
for  use  with  the  JPO  and  a  separate 
Form  PTO/SB/20UK  has  been  created 
for  the  ongoing  pilot  program  with  the 
UKIPO.  Similar  forms  have  been  created 
for  the  PPH  pilot  programs  with  the 
CIPO,  the  DKPTO,  the  EPO.  the  KIPO, 
and  the  IPAU.  The.se  additional  PPH 


pilot  program  forms  are  being  added  to 
this  collection. 

The  USPTO  is  undertaking  another 
worksharing  program  with  the  EPO  and 
the  JPO  called  the  “Triway”  program. 
Under  the  Triway  framework,  each 
Office  will  conduct  searches  on 
corresponding  applications  fded  under 
the  Paris  Convention  in  each  of  the 
Offices  in  a  sufficiently  early  time 
period.  The  search  results  will  then  be 
shared  among  the  Offices  in  order  to 
reduce  the  search  and  examination 
workload.  To  support  this  program,  the 
USPTO  is  adding  the  Request  for 
Participation  in  Triway  Pilot  Program 
Among  the  USPTO,  the  EPO  and  the 
JPO  (PTO/SB/12)  to  this  collection. 

Affected  Public:  Individuals  or 
households,  businesses  or  other  for- 
profits,  and  not-for-profit  institutions. 

Frequency:  On  occasion. 

Respondent’s  Obligation:  Required  to 
obtain  or  retain  benefits. 

OMB  Desk  Officer'Nicholas  A.  Fraser, 
e-mail: 

NichoIas_A._Fraser@omb.eop.gov. 

Once  submitted,  the  request  will  be 
publicly  available  in  electronic  format 
through  the  Information  Collection 
Review  page  at  http://www.reginfo.gov. 

Paper  copies  can  be  obtained  by; 

•  E-mail:  Susan.Fawcett@uspto.gov. 
Include  “0651-0058  PPH  Program  copy 
request”  in  the  subject  line  of  the 
message. 

•  Fax;  571-27.3-0112,  marked  to  the 
attention  of  Susan  K.  Fawcett. 

•  Mail:  Susan  K.  Fawcett,  Records 
Officer,  Office  of  the  Chief  Information 
Officer,  Customer  Information  Services 
Croup,  Public  Information  Services 
Division,  United  States  Patent  and 
Trademark  Office,  P.O.  Box  1450, 
Alexandria.  VA  22313-1450. 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent  on 
or  before  December  22,  2008  to  Nicholas 
A.  Fraser,  OMB  Desk  Officer,  via  e-mail 
at  NichoIas_A._Fraser@omh.eop.gov,  or 
by  fax  to  202-395-5167,  marked  to  the 
attention  of  Nicholas  A.  Fraser. 

Dated;  November  14,  2008. 

Susan  K.  Fawcett, 

Records  Officer,  USPTO,  Office  of  the  Chief 
Information  Officer,  Customer  Information 
Services  Group,  Public  Information  Services 
Division, 

(FR  Doc.  E8-27692  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3510-16-P 
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DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

Notice  of  Intent  To  Prepare  an 
Environmental  Impact  Statement  for 
the  Proposed  Acquisition  of  Lands  and 
Establishment  of  Airspace  Contiguous 
to  the  Marine  Corps  Air  Ground 
Combat  Center,  Twentynine  Palms, 

CA;  Correction 

agency:  Department  of  the  Navy,  DoD. 
ACTION:  Notice;  correction. 


SUMMARY:  The  Department  of  the  Navy 
published  a  document  in  the  Federal 
Register  on  October  30,  2008, 
announcing  its  intent  to  prepare  an 
Environmental  Impact  Statement  for  the 
Proposed  Acquisition  of  Lands  and 
Establishment  of  Airspace  Contiguous  to 
the  Marine  Corps  Air  Ground  Combat 
Center,  Twentynine  Palms,  California. 
The  original  publication  contained 
incorrect  dates. 

FOR  FURTHER  INFORMATION  CONTACT: 

Project  Manager  (Attn;  Mr.  Joseph  Ross), 
Box  788104,  Bldg.  1554,  Rm.  138, 
MAGTFTC/MCAGCC,  Twentynine 
Palms,  CA  92278-8104;  phone:  760- 
830-3764;  e-mail: 
SMBPLMSWEBPAO@usmc.mil. 

Correction 

1.  In  the  Federal  Register  of  October 
30, -2008,  in  FR  Doc.  E8-25845,  on  page 
64604,  in  the  second  column,  correct 
the  DATES  caption  to  read  as  follows: 

DATES:  All  written,  oral,  or  telephonic 
comments  regarding  the  scope  of  issues 
that  the  Department  of  the  Navy  should 
consider  during  EIS  preparation  must  be 
received  before  January  31,  2009.  Three 
public  scoping  meetings  have  been 
scheduled  and  the  meeting  locations  are 
as  follows: 

1.  December  3,  2008,  5  p.m.  to  9  p.m., 
Twentynine  Palms,  CA; 

2.  December  4,  2008,  5  p.m.  to  9  p.m., 
Victorville,  CA; 

3.  December  5,  2008,  5  p.m.  to  9  p.m., 
Ontario,  CA. 

Dated;  November  14,  2008. 

T.M.  Cruz, 

Lieutenant  Commander,  Judge  Advocate 
General’s  Corps,  U.S.  Navy,  Federal  Register 
Liaison  Officer. 

[FR  Doc.  E8-27693  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3810-FF-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy  ■ 

Notice  of  Closed  Meeting  of  the  Chief 
of  Naval  Operations  (CNO)  Executive 
Panel 

AGENCY:  Department  of  the  Navy,  DoD. 
ACTION:  Notice. 

SUMMARY:  The  CNO  Executive  Panel 
will  report  on  the  findings  and 
recommendations  of  the  Subcommittee 
“The  Navy  &  The  Nation”  to  the  Chief 
of  Naval  Operations.  The  matters  to  be 
discussed  during  the  meeting  are: 
Campbell-Ewald  Advertising  contract. 
Branding  project,  and  marketing  & 
recruiting  methods;  CNO’s  Engagement 
and  long-range  schedule.  Each  topic 
under  each  of  these  headings  relates 
solely  to  the  internal  personnel  rules 
and  practices  of  the  agency;  discloses 
privileged/confidential  trade  secrets, 
commercial,  and  financial  information; 
pertains  to  the  CNO’s  classified 
“SECRET”  long-range  schedule,  and 
discusses  information  the  premature 
disclosure  of  which  would  be  likely  to 
significantly  frustrate  the  fair  bidding 
process  for  a  major  DON  contract  which 
makes  this  information  exempt  from 
open  meeting  disclosure  pursuant  to  5 
U.S.C.  sections  552b(c)(l)  and  (4). 

DATES:  The  meeting  will  be  held  on 
December  15,  2008,  from  9  a.m.  to  11 
a.m. 

ADDRESSES:  The  meeting  will  be  held  at 
Center  for  Naval  Analyses  (CNA),  Room 
lAOl,  4825  Mark  Center  Drive, 
Alexandria,  VA  22311. 

FOR  FURTHER  INFORMATION  CONTACT: 
LCDR  Eric  Taylor,  CNO  Executive 
Panel,  4825  Mark  Center  Drive, 
Alexandria,  VA  22311,  telephone:  703- 
681-4909. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  the  provisions  of  the  Federal 
Advisory  Committee  Act,  as  amended  (5 
U.S.C.  App.),  these  matters  constitute 
classified  information  that  is 
specifically  authorized  by  Executive 
Order  to  be  kept  secret  in  the  interest  of 
national  defense  and  is,  in  fact,  properly 
classified  pursuant  to  such  Executive 
Order. 

Accordingly,  the  Secretary  of  the 
Navy  has  determined  in  writing  that  the 
public  interest  requires  that  all  sessions 
of  this  meeting  be  closed  to  the  public 
because  they  will  be  concerned  with 
matters  listed  in  .sections  552b(c)(l)  and 
(4)  of  title  5,  United  States  Code. 

Individuals  or  interested  groups  may 
submit  written  statements  for 
consideration  by  the  Chief  of  Naval 
Operations  Executive  Panel  at  any  time 


or  in  response  to  the  agenda  of  a 
scheduled  meeting.  All  requests  must  be 
submitted  to  the  Designated  Federal 
Officer  at  the  address  detailed  below.  If 
the  written  statement  is  in  response  to 
the  agenda  mentioned  in  this  meeting 
notice  then  the  statement,  if  it  is  to  be 
considered  by  the  Panel  for  this 
meeting,  must  be  received  at  least  five 
days  prior  to  the  meeting  in  q^uestion. 

The  Designated  Federal  Officer  will 
review  all  timely  submissions  with  the 
Chief  of  Naval  Operations  Executive 
Panel  Chairperson,  and  ensure  they  are 
provided  to  members  of  the  Chief  of 
Naval  Operations  Executive  Panel 
before  the  meeting  that  is  the  subject  of 
this  notice.  To  contact  the  Designated 
Federal  Officer,  write  to  Executive 
Director,  CNO  Executive  Panel  (NOOK), 
4825  Mark  Center  Drive,  2nd  Floor, 
Alexandria,  VA  22311-1846. 

Dated:  November  14,  2008. 

T.M.  Cruz, 

Lieutenant  Commander,  Office  of  the  Judge 
Advocate  General,  U.S.  Navy,  Federal 
Register  LJaison  Officer. 

[FR  Doc.  E8-27694  Filed  11-20-08;  8:45  am] 
BILLING  CODE  3810-FF-P 


DEPARTMENT  OF  EDUCATION 

Arbitration  Panel  Decision  Under  the 
Randolph-Sheppard  Act 

AGENCY:  Department  of  Education. 
ACTION:  Notice  of  arbitration  panel 
decision  under  the  Randolph-Sheppard 
Act. 

SUMMARY:  The  Department  of  Education 
(Department)  gives  notice  that,  on 
August  28,  2008,  an  arbitration  panel 
rendered  a  decision  in  the  matter  of 
Teresa  Alcorn  v.  Kentucky  Office  for  the 
Blind,  Case  no.  R-S/07-3.  This  panel 
was  convened  by  the  Department  under 
20  U.S.C.  107d-l(a),  after  the 
Department  received  a  complaint  filed 
by  the  petitioner,  Teresa  Alcorn. 

FOR  FURTHER  INFORMATION  CONTACT:  You 
may  obtain  a  copy  of  the  full  text  of  the 
arbitration  panel  decision  from  Suzette 
E.  Haynes,  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW., 
room  5022,  Potomac  Center  Plaza, 
Washington,  DC  20202-2800. 
Telephone:  (202)  245-7374.  If  you  use  a 
telecommunications  device  for  the  deaf 
(TDD),  you  may  call  the  Federal  Relay 
Service  (FRS)  at  1-800-877-8339. 

Individuals  with  disabilities  may 
obtain  this  document  in  an  alternative 
format  (e.g.,  Braille,  large  print, 
audiotape,  or  computer  diskette)  on 
request  to  the  contact  person  listed 
under  FOR  FURTHER  INFORMATION 
CONTACT. 
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SUPPLEMENTARY  INFORMATION:  Under 
section  6(c)  of  the  Randolph-Sheppard 
Act  (the  Act),  20  U.S.C.  107d-2(c),  the 
Secretary  publishes  in  the  Federal 
Register  a  synopsis  of  each  arbitration 
panel  decision  affecting  the 
administration  of  vending  facilities  on 
Federal  and  other  property. 

Background 

Ms.  Teresa  Alcorn  (Complainant) 
alleged  violations  by  the  Kentucky 
Office  for  the  Blind  (formerly. 
Department  for  the  Blind),  the  state 
licensing  agency  (SLA),  of  the  Act  and 
the  implementing  regulations  in  34  CFR 
part  395.  Specifically,  Complainant 
alleged  that  the  SLA  improperly 
administered  the  Randolph-Sheppard 
Vending  Facility  Program  as  provided 
by  the  Act  and  implementing 
regulations  concerning  her  license 
termination  as  a  vending  facility 
manager  of  a  vending  machine  route  in 
Bowling  Green,  Kentucky. 

Since  May  1997,  Complainant  was  a 
licensed  vendor  in  the  Kentucky 
Randolph-Sheppard  Vending  Facility 
Program  managing  a  vending  facility  at 
the  Bowling  Green  Technical  College 
(Technical  College).  In  November  2001, 
in  addition  to  the  Technical  College 
facility,  Complainant  began  managing  a 
vending  route  consisting  of  five 
locations.  They  included:  Kentucky 
Advanced  Technology  Institute,  Warren 
County  Justice  Center,  Warren  County 
Courthouse,  Department  of  Human 
Resources  in  the  Sears  Building,  and  the 
Federal  Courthouse. 

From  2002  until  2005,  the  SLA 
alleged  it  had  received  numerous 
complaints  from  building  employees 
and  management  regarding 
Complainant’s  failure  to  satisfactorily 
stock  the  vending  machines  on  her 
vending  machine  route  resulting  in 
molded  and  out-dated  products  being 
sold  in  the  vending  machines  and 
causing  customers  to  purchase  spoiled 
and  inedible  products.  Also,  the  SLA 
alleged  that  Complainant  failed  to  stock 
some  vending  machines.  Subsequently, 
on  June  15,  2005,  the  SLA  terminated 
Complainant’s  vending  operator’s 
license. 

Thereafter,  Complainant  requested  a 
state  fair  hearing.  The  administrative 
hearing  was  scheduled  for  October  24- 
27,  2005.  However,  the  hearing  was 
postponed  twice  in  order  for 
Complainant  to  retain  new  counsel.  A 
state  fair  hearing  on  this  matter  was 
held  on  March  27,  2006.  On  June  28, 
2006,  the  Hearing  Office  affirmed  the 
SLA’s  decision  to  terminate 
Complainant’s  vending  operator’s 
license.  On  July  31,  2006,  the  SLA 


adopted  the  Hearing  Officer’s  decision 
as  final  agency  action. 

It  was  this  decision  Complainant 
sought  review  of  by  a  federal  arbitration 
panel.  According  to  the  arbitration 
panel,  the  issue  to  be  resolved  was: 
Whether  the  actions  taken  by  the 
Kentucky  Office  for  the  Blind 
concerning  Complainant’s  license 
termination  were  in  accord  with  the 
Act,  implementing  regulations,  and  state 
rules  and  regulations. 

Arbitration  Panel  Decision 

After  reviewing  all  of  the  records  and 
hearing  testimony  of  witnesses,  the 
panel  majority  affirmed  Complainant’s 
license  termination  and  ruled  that  the 
SLA  had  established  that  Complainant 
violated  the  Act  by  not  operating  her 
vending  machine  route  in  accordance 
with  the  rules  and  regulations  as 
prescribed  b}'  the  SLA. 

Further,  the  panel  majority  found  that 
the  Complainant  was  not  provided  a 
written  notice  by  Certified  Mail 
regarding  the  complaints  against  her, 
nor  did  Complainant  have  an 
opportunity  to  respond  to  the 
allegations.  While  holding  that  both  of 
these  due  process  errors  were  in 
violation  of  the  SLA’s  own  rules  and 
regulations,  the  panel  majority  ruled 
that,  under  the  facts  of  the  case,  no 
additional  damages  would  be  awarded 
to  Complainant  for  those  procedural  due 
process  errors. 

Two  panel  members  concurred  with 
the  panel  majority,  but  dissented  from 
the  majority  regarding  the  due  process 
issues  of  notification  and  lack  of 
opportunity  for  Complainant  to 
respond. 

The  views  and  opinions  expressed  by 
the  panel  do  not  necessarily  represent 
the  views  and  opinions  of  the 
Department. 

Electronic  Access  to  This  Document 

You  may  view  this  document,  as  well 
as  all  other  Department  of  Education 
documents  published  in  the  Federal 
Register,  in  text  or  Adobe  Portable 
Document  Format  (PDF)  on  the  Internet 
at  the  following  site:  http://www.ed.gov/ 
news/fedregister. 

To  use  PDF  you  must  have  Adobe 
Acrobat  Reader,  which  is  available  free 
at  this  site.  If  you  have  questions  about 
using  PDF,  call  the  U.S.  Government 
Printing  Office  (GPO),  toll  free,  at  1- 
888-293-6498;  or  in  the  Washington, 
DC.  area  at  (202)  512-1530. 

.  Note:  The  official  version  of  this  document 
is  the  document  published  in  the  Federal 
Register.  Free  Internet  access  to  the  official 
edition  of  the  Federal  Register  and  the  Code 
of  Federal  Regulations  is  available  on  GPO 


Access  at:  http://wwiv.gponccess.g()v/nara/ 
index.html. 

Dated:  November  18,  2008. 

Tracy  R.  Jiistesen, 

Assistant  Secretary  for  Special  Education  and 
Rehabilitative  Services. 

[FR  Doc.  E8-27745  Filed  11-20-08;  8:45  am] 
BILUNG  CODE  4000-01 -P 


DEPARTMENT  OF  EDUCATION 

Discretionary  Grant  Programs 

AGENCY:  Department  of  Education. 
ACTION:  Notice  of  final  discretionary 
grant  priorities  for  fiscal  year  2009. 

SUMMARY:  The  Secretary  announces  the 
continued  use — in  fiscal  year  (FY) 

2009 — of  priorities  that  the  Department 
of  Education  (Department)  previously 
established  for  use  in  any  discretionary 
grant  program  competition  in  FY  2007  , 
and  FY  2008.  We  take  this  action  in 
order  to  continue  to  focus  Federal 
financial  assistance  on  expanding  the 
number  of  programs  and  projects  that 
support  activities  in  areas  of  greatest 
educational  need.  V/e  are  continuing  the 
use  of  the.se  priorities  on  a  Department¬ 
wide  'oasis  so  that  Department  offices 
can  use  one  or  more  of  them  in  any 
discretionary  grant  competition,  as 
appropriate. 

DATES:  Effective  Dote:  These  priorities 
are  effective  for  use  in  FY  2009  on 
January  20,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Margo  K.  Anderson,  U.S.  Department  of 
Education,  400  Maryland  Avenue,  SW-., 
room  4W311,  Washington,  DC  20202- 
5910.  Telephone:  (202)  205-3010  or  by 
e-mail:  Margo.Anderson@ed.gov. 

If  you  use  a  telecommunications 
device  for  the  deaf  (TDD),  call  the 
Federal  Relay  Service  (FRS),  toll  free,  at 
1-800-877-8339. 

SUPPLEMENTARY  INFORMATION: 

We  published  a  notice  of  intent  to  use 
certain  discretionary  grant  priorities  in 
FY  2009  (Notice  of  Proposed  Action)  in 
the  Federal  Register  on  August  27,  2008 
(73  FR  50601).  In  the  Notice  of  Proposed 
Action,  we  proposed  to  use  the 
priorities  in  the  following  areas,  which 
had  been  established  for  use  in  FY  2007 
and  FY  2008  only,  for  discretionary 
grant  competitions  in  FY  2009: 

1.  Mathematics 

2.  Science 

3.  Critical-Need  Languages 

4.  Secondary  Schools 

5.  Professional  Development  for 
Secondary  School  Teachers 

6.  School  Districts  with  Schools  in 
Need  of  Improvement,  Corrective 
Action,  or  Restructuring 
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7.  Student  Achievement  Data 

8.  State  Data  Systems 

Because  we  determined  that  these 
priorities  are  still  relevant  to  the 
Nation's  educational  needs,  we 
proposed  to  continue  to  use  them  for 
discretionary  grant  competitions  in  FY 
2009.1  This  will  allow'  the  Department 
to  continue  to  focus  limited  Federal 
resources  on  areas  of  greatest 
educational  need  in  FY  2009. 

There  are  no  differences  betw'een-the 
Notice  of  Proposed  Action  and  this 
notice  of  final  discretionary  grant 
priorities  for  FY  2009. 

Public  Comment:  In  response  to  our 
invitation  in  the  Notice  of  Proposed 
Action,  one  party  submitted  a  comment. 

Comment:  One  commenter  generally 
supported  the  existing  priorities  and  the 
Department’s  plan  to  continue  their  use 
in  discretionary'  grant  competitions  in 
FY  2009.  This  commenter  also 
recommended  that  the  Department 
establish  an  additional  priority  designed 
to  ensure  access  for  all  students  to  the 
benefits  of  the  existing  priorities. 

Discussion:  VVe  appreciate  the 
commenter’s  support  for  the  existing 
Department-wide  priorities  and  their 
continued  use  in  FY  2009.  We  decline, 
however,  to  establish  an  additional 
priority  on  ensuring  access  for  all 
students  to  the  benefits  of  the  other 
priorities  in  this  notice.  We  do  not 
believe  it  is  necessary  or  appropriate  to 
establish  the  additional  priority 
recommended  by  the  commenter.  The 
purpose  of  the  Department-W'ide 
priorities  is  to  focus  resources  on 
activities  that  will  serve  students  with 
the  greatest  need  and  to  address  some  of 
the  areas  of  greatest  educational  need. 

Changes:  None. 

Final  Priorities 

Priority  1 — Mathematics.  Projects  that 
support  activities  to  enable  students  to 
achieve  proficiency  or  advanced 
proficiency  in  mathematics. 

Priority  2 — Science.  Projects  that 
support  activities  to  enable  students  to 
achieve  proficiency  or  advanced 
proficiency  in  science. 

Priority  3 — Critical-Need  Languages. 
Projects  that  support  activities  to  enable 
students  to  achieve  proficiency  or 
advanced  proficiency  in  one  or  more  of 
the  following  less  commonly  taught 
languages:  Arabic,  Chinese,  Korean, 
Japanese,  Russian,  and  languages  in  the 
Indie,  Iranian,  and  Turkic  language 
families. 

Priority  4 — Secondary  Schools. 
Projects  that  support  activities  and 


'  The  Secretary  recognizes  that  some  of  the 
priorities  will  not  be  appropriate  for  particular 
programs. 


interventions  aimed  at  improving  the 
academic  achievement  of  secondary 
school  students  who  are  at  greatest  risk 
of  not  meeting  challenging  State 
academic  standards  and  not  completing 
high  school. 

Priority  5 — Professional  Development 
for  Secondary  School  Teachers.  Projects 
that  support  high-quality  professional 
development  for  secondary  school 
teachers  to  help  these  teachers  improve 
student  academic  achievement. 

Priority  6 — School  Districts  with 
Schools  in  Need  of  Improvement, 
Corrective  Action,  or  Restructuring. 
Projects  that  help  school  districts 
implement  academic  and  structural 
interventions  in  schools  that  have  been 
identified  for  improvement,  corrective 
action,  or  restructuring  under  the 
Elementary  and  Secondary  Education 
Act  of  1965,  as  amended  by  the  No 
Child  Left  Behind  Act  of  2001. 

Priority  7 — Student  Achievement 
Data.  Projects  that  collect  pre-  and  post- 
intervention  test  data  to  assess  the  effect 
of  the  projects  on  the  academic 
achievement  of  student  participants 
relative  to  appropriate  comparison  or 
control  groups. 

Priority  8 — State  Data  Systems. 
Projects  that  help  educators  use 
information  from  State  data  systems  to 
improve  student  achievement  or  other 
appropriate  outcomes. 

Types  of  Priorities 

When  inviting  applications  for  a 
competition  using  one  or  more 
priorities,  we  designate  the  type  of  each 
priority  as  absolute,  competitive 
preference,  or  invitational  through  a 
notice  in  the  Federal  Register.  The 
effect  of  each  type  of  priority  follows: 

Absolute  priority:  Under  an  absolute 
priority,  we  consider  only  applications 
that  meet  the  priority  (34  CFR 
75.105(cK3)). 

Competitive  preference  priority: 

Under  a  competitive  preference  priority, 
we  give  competitive  preference  to  an 
application  by  (1)  awarding  additional 
points,  depending  on  the  extent  to 
which  the  application  meets  the 
competitive  preference  priority  (34  CFR 
75.105(c)(2)(i));  or  (2)  selecting  an 
application  that  meets  the  priority  over 
an  application  of  comparable  merit  that 
does  not  meet  the  priority  (34  CFR 
75.105(c)(2)(ii)). 

Invitational  priority:  Under  an 
invitational  priority,  we  are  particularly 
interested  in  applications  that  meet  the 
priority.  However,  we  do  not  give  an 
application  that  meets  the  priority  a 
preference  over  other  applications  (34 
CFR  75.105(c)(1)). 

This  notice  does  not  preclude  us  from 
proposing  additional  priorities. 


requirements,  definitions,  or  selection 
criteria,  subject  to  meeting  applicable 
rulemaking  requirements. 

Note:  This  notice  does  not  solicit 
applications.  If  we  choose  to  use  one  or  more 
of  the  priorities  referenced  in  this  notice  in 
FY  2009,  we  will  invite  applications  for  new 
awards  under  the  applicable  program 
through  a  notice  in  the  Federal  Register. 

Executive  Order  12866:  This  notice 
has  been  reviewed  in  accordance  with 
Executive  Order  12866.  Under  the  terms 
of  the  order,  we  have  assessed  the 
potential  costs  and  benefits  of  this  final 
regulatory  action. 

The  potential  costs  associated  with 
this  final  regulatory  action  are  those 
resulting  from  statutory  requirements 
and  those  we  have  determined  as 
necessary  for  administering  the 
Department’s  discretionary  grant 
programs  effectively  and  efficiently. 

In  assessing  the  potential  costs  and 
benefits — both  quantitative  and 
qualitative — of  this  notice  we  have 
determined  that  the  benefits  of  this  final 
regulatory  action  justify  the  costs. 

We  have  determined,  also,  that  this 
regulatory'  action  does  not  unduly 
interfere  with  State,  local,  and  tribal 
governments  in  the  exercise  of  their 
governmental  functions. 

Executive  Order  12372:  Some  of  the 
programs  affected  by  this  notice  are 
subject  to  Executive  Order  12372  and 
the  regulations  in  34  CFR  part  79.  One 
of  the  objectives  of  the  Executive  order 
is  to  foster  an  intergovernmental 
partnership  and  a  strengthened 
federalism.  The  Executive  order  relies 
on  processes  developed  by  State  and 
local  governments  for  coordination  and 
review  of  proposed  Federal  financial 
assistance. 

This  document  provides  early 
notification  of  our  specific  plans  and 
actions  for  these  programs. 

Accessible  Format:  Individuals  with 
disabilities  can  obtain  this  document  in 
an  accessible  format  (e.g.,  braille,  large 
print,  audiotqpe,  or  computer  diskette) 
on  request  to  the  program  contact 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

Electronic  Access  to  This  Document: 
You  can  view'  this  document,  as  well  as 
all  other  documents  of  this  Department 
published  in  the  Federal  Register,  in 
text  or  Adobe  Portable  Document 
Format  (PDF)  on  the  Internet  at  the 
following  site:  http://w\\'w.ed. gov/news/ 
fedregister. 

To  use  PDF  you  must  have  Adobe 
Acrobat  Reader,  which  is  available  free 
at  this  site.  If  you  have  questions  about 
using  PDF,  call  the  U.S.  Government 
Printing  Office  (GPO),  toll  free,  at  1- 
888-293-6498;  or  in  the  Washington, 
DC,  area  at  (202)  512-1530. 
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Note;  The  official  version  of  this  document 
is  the  document  published  in  the  Federal 
Register.  Free  Internet  access  to  the  official 
edition  of  the  Federal  Register  and  the  Code 
of  Federal  Regulations  is  available  on  GPO 
Access  at;  http://www.gpoaccess.gov/nara/ 
index.html. 

(Catalog  of  Federal  Domestic  Assistance 
Number  does  not  apply.) 

Program  Authority;  20  U.S.C.  1221e— 3;.20 
U.S.C.  6301  et  seq. 

Dated;  November  18,  2008. 

Margaret  Spellings, 

Secretary  of  Education. 

(FR  Doc.  E8-27744  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4000-01 -P 


ELECTION  ASSISTANCE  COMMISSION 
Sunshine  Act  Notice 

agency:  U.S.  Election  Assistance 
Commission. 

ACTION:  Notice  of  Public  Meeting. 

DATE  AND  TIME:  Monday,  December  8, 
2008,  10  a.m.-4  p.m. 

PLACE:  U.S.  Election  Assistance 
Commission,  1225  New  York  Ave.,  NW., 
Suite  150,  Washington,  DC  20005, 

(Metro  Stop:  Metro  Center). 

AGENDA:  Commissioners  will  elect 
officers  for  2009.  Commissioners  will 
consider  the  following  items:  a  draft 
working  group  policy  and  an  EAC 
strategic  plan.  Commissioners  will 
receive  an  Election  Day  2008  EAC 
Activity  Report.  Commissioners  will 
receive  an  update  on  the  2008  Election 
Day  Survey.  The  Commission  will 
consider  other  administrative  matters. 
Commissioners  will  hold  a  closed 
session  discussion  about  the  EAC 
general  counsel  position. 

This  meeting  will  be  open  to  the 
public  except  for  the  closed  session 
discussion  about  the  EAC  general 
counsel  position. 

PERSON  TO  CONTACT  FOR  INFORMATION: 

Bryan  Whitener,  Telephone:  (202)  566- 
3100. 

Thomas  R.  Wilkey, 

Election  Director,  U.S.  Election  Assistance 
Commission. 

(FR  Doc.  E8-27797  Filed  11-19-08;  11:15 
am] 

BILLING  CODE  6820-KF-P 


DEPARTMENT  OF  ENERGY 

Advanced  Technology  Vehicles 
Manufacturing  Loan  Program 
(ATVMLP) 

AGENCY:  U.S.  Department  of  Energy. 
ACTION:  Notice  of  public  meetings. 


SUMMARY:  The  U.S.  Department  of 
Energy  (DOE)  is  in  the  process  of 
accepting  applications  for  loans  for  its 
Advanced  Technology  Vehicles 
Manufacturing  Incentive  Program; 
therefore,  the  agency  will  be  hosting  two 
public  meetings  for  the  purpose  of 
addressing  inquiries  from  potential  loan 
applicants  regarding  the  ATVMLP’s 
Interim  Final  Rule  as  published  in  the 
Federal  Register,  73  FR  66721,  on 
November  12,  2008.  Details  of  the 
ATVMLP  can  be  found  at  http:// 
www.atvmloan.energy.gov/.  The  first 
tranche  of  loan  applications  are  due  to 
the  agency  on  or  before  December  31, 
2008.  Thereafter,  applications  will  be 
due  at  the  end  of  each  calendar  quarter. 
Meeting  highlights  and  frequently  asked 
questions  will  be  posted  to  the  ATVMLP 
Web  site  following  each  meeting. 

DATES:  The  meetings  will  be  held  on 
Monday,  December  1,  2008  and  again  on 
Friday,  December  5,  2008  from  10  a.m. 
to  12  noon  each  day. 

ADDRESSES:  The  meetings  will  be  held  at 
the  DOE’S  Forrestal  Building,  1000 
Independence  Avenue,  SW., 
Washington,  DC,  Room  4A-104. 

SUPPLEMENTARY  INFORMATION:  The 

meetings  are  open  to  the  public  on  a 
first-come,  first-served  basis.  As  space  is 
limited,  only  two  individuals  per 
corporation  are  asked  to  attend. 
Reservations  are  required  to  attend 
either  meeting:  please  send  an  e-mail  to 
atvmloan@hq.doe.gov,  or  call  202-586- 
3811  to  reserve  your  spot  no  later  than 
close  of  business  on  Wednesday, 
November  26,  2008  (for  the  December  1 
date)  and  Wednesday,  December  3,  2008 
(for  the  December  5  date).  Each  attendee 
will  need  to  provide  full  contact 
information  including  name,  company 
affiliation,  telephone  number,  e-mail 
address,  and  whether  a  U.S.  citizen. 
Should  requests  significantly  exceed  the 
limits  for  each  meeting,  DOE  will 
consider  conducting  additional 
sessions. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ellen  B.  Clark,  U.S.  Department  of 
Energy,  Advanced  Technology  Vehicles 
Manufacturing  Loan  Program,  4A-157, 
1000  Independence  Avenue,  SW., 
Washington,  DC,  (Telephone)  202-586- 
3811. 

Authority:  Section  136  of  the  Energy 
Independence  and  Security  Act  of  2007,  as 
amended. 

Dated:  November  17,  2008. 

Lachlan  W.  Seward, 

Director,  Advanced  Technology  Vehicle 
Manufacturing  Loan  Program. 

[FR  Doc.  E8-27718  Filed  1 1-20-08;  8:45  am] 
BILLING  CODE  6450-01 -P 


DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Oak  Ridge 
Reservation 

AGENCY:  Department  of  Energy. 

ACTION:  Notice  of  Open  Meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  (EM  SSAB).  Oak  Ridge 
Reservation.  The  Federal  Advisory 
Committee  Act  (Pub.  L.  92—463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Wednesday,  December  10,  2008, 

6  p.m. 

ADDRESSES:  DOE  Information  Center, 

475  Oak  Ridge  Turnpike,  Oak  Ridge, 
Tennessee. 

FOR  FURTHER  INFORMATION  CONTACT:  Pat 

Halsey,  Federal  Coordinator, 

Department  of  Energy  Oak  Ridge 
Operations  Office,  P.O.  Box  2001,  EM- 
90,  Oak  Ridge,  TN  37831.  Phone  (865) 
576-4025;  Fax  (865)  576-2347  or  e-mail: 
haIseypj@oro.doe.gov  or  check  the  Web 
site  at  http://v,'ww.oakridge.doe.gov/em/ 
ssab. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Board:  The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE  in  the  areas  of  environmental 
restoration,  waste  management,  and 
related  activities. 

Tentative  Agenda:  The  main  meeting 
topic  will  be  Trench  13  in  Melton 
Valley. 

Public  Participation:  The  meeting  is 
open  to  the  public.  Written  statements 
may  be  filed  with  the  Board  either 
before  or  after  the  meeting.  Individuals 
who  wish  to  make  oral  statements 
pertaining  to  the  agenda  item  should 
contact  Pat  Halsey  at  the  address  or 
telephone  number  listed  above. 

Requests  must  be  received  five  days 
prior  to  the  meeting  and  reasonable 
provision  will  be  made  to  include  the 
presentation  in  the  agenda.  The  Deputy 
Designated  Federal  Officer  is 
empowered  to  conduct  the  meeting  in  a 
fashion  that  will  facilitate  the  orderly 
conduct  of  business.  Individuals 
wishing  to  make  public  comment  will 
be  provided  a  maximum  of  five  minutes 
to  present  their  comments. 

Minutes:  Minutes  will  be  available  by 
writing  or  calling  Pat  Halsey  at  the 
address  and  phone  number  listed  above. 
Minutes  will  also  be  available  at  the 
following  Web  site:  http:// 
ix'ww.  oakridge.doe.gov/em/ssah/ 
minutes.htm. 
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Issued  at  Washington,  DC,  on  November 
17,  2008. 

Rachel  Samuel, 

Deputy  Committee  Management  Officer. 

[FR  Doc.  E8-27722  Filed  11-20-08;  8:45  am] 
BILLING  CODE  S450-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  CP09-1 7-000,  PF08-1 4-000] 

Florida  Gas  Transmission  Company, 
LLC;  Notice  of  Application 

November  17,  2008. 

Take  notice  that  on  October  31,  2008, 
Florida  Gas  Transmission  Company, 

LLC  (FGT),  5444  Westheimer  Road, 
Houston,  Texas  77056-5306,  filed  in  the 
above  referenced  docket  an  application 
pursuant  to  section  7(c)  of  the  Natural 
Gas  Act  (NGA)  and  parts  157  and  284 
of  the  Commission’s  regulations,  for  an 
order  granting  a  certificate  of  public 
convenience  and  necessity  authorizing 
the  construction  and  operation  of 
natural  gas  pipeline  and  compression 
facilities  and  to  acquire  pipeline 
facilities,  all  as  more  fully  set  forth  in 
the  application  which  is  on  file  with  the 
Commission  and  open  to  public 
inspection.  The  filing  is  available  for 
review  at  the  Commission  in  the  Public 
Reference  Room  or  may  be  viewed  on 
the  Commission’s  Web  site  at 
http://www.ferc.gov  using  the 
“eLibrary”  link.  Enter  the  docket 
number  excluding  the  last  three  digits  in 
the  docket  number  field  to  access  the 
document.  For  assistance,  contact  FERC 
at  FERCOnlineSuppoTt@gerc.gov  or  call 
toll-free,  (886)  208-3676  or  TYY,  (202) 
502-8659. 

Specifically,  FGT  proposes  in  its 
Phase  VIII  Expansion  Project  to:  (i) 
Construct  and  operate  483.2  miles  of 
pipeline  loop,  mainline,  and  laterals:  (ii) 
install  213,600  horsepower  of 
compression  at  existing  and  new 
compressor  stations;  (iii)  acquire  from 
Florida  Power  &  Light  Company  (FPL)  a 
22.7  mile  pipeline;  and  (iv)  construct 
and  operate  various  metering  and 
regulating  facilities.  All  of  the  facilities 
comprising  the  Phase  VIII  Expansion 
Project  will  be  located  in  the  states  of 
Alabama  and  Florida.  FGT  estimates 
that  the  proposed  facilities  will  cost 
approximately  $2,455  billion.  The 
facilities  will  be  able  to  provide  an 
annual  average  of  820,000  MMBtu/day 
of  firm  transportation.  FGT  proposes  a 
new  firm  rate  schedule,  Rate  Schedule 
FTS-3  for  service  on  the  expansion. 

Any  questions  concerning  this 
application  may  be  directed  to  Stephen 


T.  Veatch,  Sr.  Director,  Certificates  and 
Tariffs,  Florida  Gas  Transmission 
Company,  LLC,  5444  Westheimer  Road, 
Houston.  Texas  77056-5306  or  at  713- 
989-2024  or  siephen.veatch@sug.com. 

On  March  18,  2008,  the  Commission 
staff  granted  FGT’s  request  to  utilize  the 
FERC  Pre-Filing  Process  and  assigned 
Docket  No.  PF08-14-000  to  staff 
activities  involved  the  Phase  VIII 
Expansion  Project.  Now  as  of  the  filing 
of  FCT’s  application  on  October  31, 
2008,  the  Pre-Filing  Process  for  this 
project  has  ended.  From  this  time 
forward,  this  proceeding  will  be 
conducted  in  Docket  No.  CP09-1 7-000, 
as  noted  in  the  caption  of  this  Notice. 

Pursuant  to  section  157.9  of  the 
Commission’s  rules,  18  CFR  157.9, 
within  90  days  of  this  Notice,  the 
Commission  staff  will  either:  complete 
the  environmental  assessment  (EA)  and 
place  it  into  the  Commission’s  public 
record  (eLibrary)  for  this  proceeding:  or 
issue  a  Notice  of  Schedule  for 
Environmental  Review.  If  a  Notice  of 
Schedule  for  Environmental  Review  is 
issued,  it  will  indicate,  among  other 
milestones,  the  anticipated  date  for  the 
Commission  staff  s  issuance  of  the  final 
env'ironmental  impact  statement  (FEIS) 
or  EA  for  this  proposal.  The  filing  of  the 
EA  in  the  Commission’s  public  record 
for  this  proceeding  or  the  issuance  of  a 
Notice  of  Schedule  for  Environmental 
Review  will  serve  to  notify  federal  and 
state  agencies  of  the  timing  for  the 
completion  of  all  necessary  reviews,  and 
the  subsequent  need  to  complete  all 
federal  authorizations  within  90  days  of 
the  date  of  issuance  of  the  Commission 
staffs  FEIS  or  EA. 

There  are  two  ways  to  become 
involved  in  the  Commission’s  review  of 
this  project.  First,  any  person  wishing  to 
obtain  legal  status  by  becoming  a  party 
to  the  proceedings  for  this  project 
should,  on  or  before  the  comment  date 
stated  below  file  with  the  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  DC  20426, 
a  motion  to  intervene  in  accordance 
with  the  requirements  of  the 
Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  385.214  or  385.211) 
and  the  Regulations  under  the  NGA  (18 
CFR  157.10).  A  person  obtaining  party 
status  will  be  placed  on  the  service  list 
maintained  by  the  Secretary  of  the 
Commission  and  will  receive  copies  of 
all  documents  filed  by  the  applicant  and 
by  all  other  parties.  A  party  must  submit 
14  copies  of  filings  made  in  the 
proceeding  with  the  Commission  and 
must  mail  a  copy  to  the  applicant  and 
to  every  other  party.  Only  parties  to  the 
proceeding  can  ask  for  court  review  of 
Commission  orders  in  the  proceeding. 


However,  a  person  does  not  have  to 
intervene  in  order  to  have  comments 
considered.  The  second  way  to 
participate  is  by  filing  with  the 
Secretary  of  the  Commission,  as  soon  as 
possible,  an  original  and  two  copies  of 
comments  in  support  of  or  in  opposition 
to  this  project.  The  Commission  will 
consider  these  comments  in 
determining  the  appropriate  action  to  be 
taken,  but  the  filing  of  a  comment  alone 
will  not  serve  to  make  the  filer  a  party 
to  the  proceeding.  The  Commission’s 
rules  require  that  persons  filing 
comments  in  opposition  to  the  project 
provide  copies  of  their  protests  only  to 
the  party  or  parties  directly  involved  in 
the  protest. 

Persons  who  wish  to  comment  only 
on  the  environmental  review  of  this 
project  should  submit  an  original  and 
two  copies  of  their  comments  to  the 
Secretary  of  the  Commission. 
Environmental  commentors  will  be 
placed  on  the  Commission’s 
environmental  mailing  list,  will  receive 
copies  of  the  environmental  documents, 
and  will  be  notified  of  meetings 
associated  with  the  Commission’s 
environmental  review  process. 
Environmental  commentors  will  not  be 
required  to  serve  copies  of  filed 
documents  on  all  other  parties. 

However,  the  non-party  commentors 
will  not  receive  copies  of  all  documents 
filed  by  other  parties  or  issued  by  the 
Commission  (except  for  the  mailing  of 
environmental  documents  issued  by  the 
Commission)  and  will  not  have  the  right 
to  seek  court  review  of  the 
Commission’s  final  order. 

The  Commission  strongly  encourages 
electronic  filings  of  comments,  protests 
and  interventions  in  lieu  of  paper  using 
the  “eFiling”  link  at  http:// 
www.ferc.gov.  Persons  unable  to  file 
electronically  should  submit  an  original 
and  14  copies  of  the  protest  or 
intervention  to  the  Federal  Energy 
regulatory  Commission,  888  First  Street, 
NE.,  Washington,  DC  20426. 

This  filing  is  accessible  on-line  at 
http://www.ferc.gov,  using  the 
“eLibrary”  link  and  is  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  “eSubscription”  link  on  the 
Web  site  that  enables  subscribiirs  to 
receive  e-mail  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  ser\dce,  please  e-mail 
FERCOnlineSupport@ferc.gov,  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 
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Comment  Date:  December  8,  2008. 

Kimberly  D.  Bose, 

Secretary. 

(FR  Doc.  E8-27688  Filed  11-20-08;  8:45  am) 
BILLING  CODE  6717-01-P 

DEPARTMENT  OF  ENERGY  . 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings  #1 

November  14,  2008. 

Take  notice  that  the  Commission 
received  the  following  electric  rate 
filings: 

Docket  Numbers:  ER08-321-002. 
Applicants:  New  York  Independent 
System  Operator,  Inc. 

Description:  Motion  for  extension  of 
waiver  and  extension  of  Commission 
instruction  by  the  New  York 
Independent  System  Operator,  Inc. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0195. 
Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  19,  2008. 
Docket  Numbers:  ER09-1 85-000. 
Applicants:  Weyerhaeuser  NR 
Company. 

Description:  Weyerhaeuser  NR  Co. 
submits  a  Petition  for  Acceptance  of 
Initial  Rate  Schedule,  Waivers  and 
Blanket  Authority. 

Filed  Date:  11/07/2008. 

Accession  Number:  20081110—0260. 
Comment  Date:  5  p.m.  Eastern  Time 
on  Friday,  November  28,  2008. 

Docket  Numbers:  ER09— 252-000. 
Applicants:  Mid-Continent  Area 
Power  Pool. 

Description:  Mid-Continent  Area 
Power  Pool  submits  clarifying  revisions 
to  FERC  Electric  Tariff,  First  Revised 
Volume  No.  1  in  compliance  with  Order 
No.  676-C. 

Filed  Date:  10/31/2008. 

Accession  Number:  20081 110-0246. 
Comment  Date:  5  p.m.  Eastern  Time 
on  Friday,  November  21,  2008. 

Docket  Numbers:  ER09-273— 000. 
Applicants:  New  York  Independent 
System  Operator,  Inc. 

Description:  New  York  Independent 
System  Operator,  Inc  submits  tariff 
revisions  to  its  Market  Administration 
and  Control  Area  Services  Tariff  to 
replace  the  current  method  of 
calculating  the  amount  of  Unforced 
Capacity  that  Limited  Control  Run  etc. 
Filed  Date:  11/12/2008. 

Accession  Number:  20081113-0102. 
Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 
Docket  Numbers:  ER09-274-000. 
Applicants:  Tampa  Electric  Company. 


Description:  Tampa  Electric  Company 
submits  the  Operating  Agreement 
Between  Tampa  Electric  Company  and 
Progress  Energy  Florida  Corporation  for 
the  Union  Hall-Trilby  Interconnection, 
dated  10/31/08. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081113-0101. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-275-000. 

Applicants:  Calpine  Bethpage  3,  LLC. 

Description:  Calpine  Bethpage  3,  LLC 
submits  notice  of  cancellation  of  its 
FERC  Electric  Tariff,  First  Revised 
Volume  1. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0126. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-276-000. 

Applicants:  Calpine  Energy 
Management,  L.P. 

Description:  Calpine  Energy 
Management,  LP  submits  notice  of 
cancellation  of  its  FERC  Electric  Tariff, 
First  Revised  Volume  1. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0125. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-2 77-000. 

Applicants:  Calpine  California 
Equipment  Finance  Company. 

Description:  Calpine  California 
Equipment  Finance  Company,  LLC 
submits  notice  of  cancellation  of  its 
FERC  Electric  Tariff,  First  Revised 
Volume  1. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0124. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-278-000. 

Applicants:  Calpine  Merchant 
Services  Company,  Inc. 

Description:  Calpine  Merchant 
Services  Company,  Inc.  submits  notice 
of  cancellation  of  its  FERC  Electric 
Tariff,  First  Revised  Volume  1. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0123. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-280-000. 

Applicants:  Calpine  Northbrook 
Energy  Marketing,  LLC. 

Description:  Calpine  Northbrook 
Energy  Marketing,  LLC  submits  a  notice 
of  cancellation  of  its  FERC  Electric 
Tariff,  First  Revised  Volume  1. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0122. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-283-000. 

Applicants:  Entergy  Services,  Inc. 


Description:  Entergy  Operating 
Companies  submits  Eighth  Revised 
Network  Integration  Transmission 
Service  Agreement  with  East  Texas 
Electric  Cooperative,  Inc.  et  al. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0120. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-287-000. 

Applicants:  Alliant  Energy  Corporate 
Services,  Inc. 

Description:  Alliant  Energy  Corporate 
Services,  Inc.  request  for  waiver/ 
suspension  and  notice  of  cancellation  of 
Ancillary  Service  Schedules  of  Open 
Access  Transmission  Tariffs. 

■  Filed  Date:  11/12/2008. 

Accession  Number:  20081114-0116. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  December  3,  2008. 

Docket  Numbers:  ER09-290-000. 

Applicants:  Maine  Electric  Power 
Company,  Inc. 

Description:  Maine  Electric  Power 
Company,  Inc.  et  al.  submits  revised 
Attachment  H  of  the  ISO  New  England 
Open  Access  Transmission  Tariff  etc,  to 
be  effective  12/1/08  under  ER09-290. 

Fj7ed  Date;  11/12/2008. 

Accession  Number:  20081114-0174. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday;  December  3,  2008. 

Take  notice  that  the  Commission 
received  the  following  open  access 
transmission  tariff  tilings: 

Docket  Numbers:  OA07-19-004: 
OA07-43-005:  ER07-1 171-005. 

Applicants:  Arizona  Public  Service 
Company. 

Description:  Arizona  Public  Service 
Company  submits  its  Supplemental 
Annual  Compliance  Report  on  Penalty 
Assessments  and  Distributions. 

Filed  Date:  10/30/2008. 

Accession  Number:  20081030-5127. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Thursday,  November  20,  2008. 

Any  person  desiring  to  intervene  or  to 
protest  in  any  of  the  above  proceedings 
must  tile  in  accordance  with  Rules  211 
and  214  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214)  on  or  before  5  p.m.  Eastern 
time  on  the  specitied  comment  date.  It 
is  not  necessary  to  separately  intervene 
again  in  a  subdocket  related  to  a 
compliance  tiling  if  you  have  previously 
intervened  in  the  same  docket.  Protests 
will  be  considered  by  the  Commission 
in  determining  the  appropriate  action  to 
be  taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Anyone  tiling  a  motion  to  intervene  or 
protest  must  serve  a  copy  of  that 
document  on  the  Applicant.  In  reference 
to  tilings  initiating  a  new  proceeding, 
interventions  or  protests  submitted  on 
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or  before  the  comment  deadline  need 
not  be  served  on  persons  other  than  the 
Applicant. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
www.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unahle  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  St.,  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above  proceedings 
are  accessible  in  the  Commission’s 
eLibrary  system  by  clicking  on  the 
appropriate  link  in  the  above  list.  They 
are  also  available  for  review  in  the 
Commission’s  Public  Reference  Room  in 
Washington,  DC.  There  is  an 
eSubscription  link  on  the  Web  site  that 
enables  subscribers  to  receive  e-mail 
notification  when  a  document  is  added 
to  a  subscribed  docket(s).  For  assistance 
with  any  FERC  Online  service,  please  e- 
mail  FERCOnlineSupport@ferc.gov,  or 
call  (866)  208-3676  (toll  free).  For  TTY, 
call  (202)  502-8659. 

Nathaniel ).  Davis.  Sr., 

Deputy  Secretaiy. 

[FR  Doc.  E8-27726  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings 

November  17,  2008. 

Take  notice  that  the  Commission  has 
received  the  following  Natural  Gas 
Pipeline  Rate  and  Refund  Report  filings: 

Docket  Numbers:  RP02-361-074. 
CP07-51-002. 

Applicants:  Gulfstream  Natural  Gas 
System,  L.L.C. 

Description:  Gulfstream  Natural  Gas 
System,  L.L.C.  submits  Original  Sheet 
192A  to  FERC  Gas  Tariff,  Original 
Volume  1. 

Filed  Date:  11/12/2008. 

Accession  Number:  20081113-0172. 
Comment  Date:  5  p.m.  Eastern  Time 
on  Monday,  November  24,  2008. 

Docket  Numbers:  RP09-69-000. 
Applicants:  White  River  Hub,  LLC. 


Description:  White  River  Hub,  LLC 
submits  First  Revised  Sheet  1  et  al.  to 
FERC  Gas  Tariff,  Original  Volume  1. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081113-0173. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-70-000. 

Applicants:  Texas  Eastern 
Transmission  LP. 

Description:  Texas  Eastern 
Transmission,  LP  submits  Second 
Revised  Sheet  No.  380  et  al.  to  FERC 
Gas  Tariff,  Seventh  Revised  Volume  No. 
1,  to  be  effective  1/1/09. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0186. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-71-000. 

Applicants:  Saltville  Gas  Storage 
Gompany  L.L.C. 

Description:  Saltville  Gas  Storage  Co., 
LLC  submits  Fourth  Revised  Sheet  No. 
113  et  al.  to  FERC  Gas  Tariff,  Original 
Volume  No.  1,  to  be  effective  1/1/09. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0187. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-72-000. 

Applicants:  Algonquin  Gas 
Transmission  Company. 

Description:  Algonquin  Gas 
Transmission,  LLC  submits  Third 
Revised  Sheet  No.  533  et  al.  to  FERC 
Gas  Tariff,  Fifth  Revised  Volume  No.  1, 
to  be  effective  1/1/09. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0188. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-73-000. 

Applicants:  Maritimes  &  Northeast 
Pipeline,  L.L.C. 

Description:  Maritimes  &  Northeast 
Pipeline,  LLC  submits  Fourth  Revised 
Sheet  No.  246  et  al.  to  FERC  Gas  Tariff, 
First  Revised  Volume  No.  1,  to  be 
effective  1/1/09. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0189. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-74-000. 

Applicants:  Gulf  South  Pipeline 
Company,  LP. 

Description:  Gulf  South  Pipeline  Co., 
LP  submits  Fourth  Revised  Sheet  1408 
to  FERC  Gas  Tariff,  Sixth  Revised 
Volume  1. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0190. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-75-000. 

Applicants:  Bluewater  Gas  Storage, 
LLC. 


Description:  Bluewater  Gas  Storage, 
LLG  submits  First  Revised  Sheet  20  et 
al.  to  FERC  Gas  Tariff,  Original  Volume 
1. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0191. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-76-000. 

Applicants:  East  Tennessee  Natural 
Gas,  LLC. 

Description:  East  Tennessee  Natural 
Gas,  LLC  submits  Fifth  Revised  Sheet 
339  et  al.  to  FERC  Gas  Tariff,  Third 
Revised  Volume  1. 

Filed  Date:  11/13/2008.  _ 

Accession  Number:  20081114-0192. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-77-000. 

Applicants:  Egan  Hub  Storage,  LLC. 

Description:  Egan  Hub  Storage,  LLC 
submits  Fourth  Revised  Sheet  111  et  al. 
to  FERC  Gas  Tariff,  First  Revised 
Volume  1,  to  be  effective  1/1/09. 

Filed  Date:  11/13/2008. 

Accession  Number:  20081114-0193. 

Comment  Dote:  5  p.m.  Eastern  Time 
on  Tuesday,  November  25,  2008. 

Docket  Numbers:  RP09-78-000. 

Applicants:  Discovery  Gas 
Transmission  LLC. 

Description:  Discovery  Gas 
Transmission,  LLC  submits  Fifteenth 
Revised  Sheet  20  to  FERC  Gas  Tariff, 
Original  Volume  1. 

Filed  Date:  11/14/2008. 

Accession  Number:  20081117-0043. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  26,  2008. 

Docket  Numbers:  RP09-79-000. 

Applicants:  Cimarron  River  Pipeline, 
LLC. 

Description:  Cimarron  River  Pipeline, 
LLC  submits  First  Revised  Sheet  3  et  al. 
to  FERC  Gas  Tariff,  Original  Volume  1. 

Filed  Date:  11/14/2008. 

Accession  Number:  20081117-0044. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  26,  2008. 

Any  person  desiring  to  intervene  or  to 
protest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214)  on  or  before  5  p.m.  Eastern 
time  on  the  specified  comment  date.  It 
is  not  necessary  to  separately  intervene 
again  in  a  subdocket  related  to  a 
compliance  filing  if  you  have  previously 
intervened  in  the  same  docket.  Protests 
will  be  considered  by  the  Commission 
in  determining  the  appropriate  action  to 
be  taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Anyone  filing  a  motion  to  intervene  or 
protest  must  serve  a  copy  of  that 
document  on  the  Applicant.  In  reference 
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to  filings  initiating  a  new  proceeding, 
interventions  or  protests  submitted  on 
or  before  the  comment  deadline  need 
not  be  served  on  persons  other  than  the 
Applicant. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
www.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  prote.st  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  St.,  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above  proceedings 
are  accessible  in  the  Commission’s 
eLibrary  system  by  clicking  on  the 
appropriate  link  in  the  above  list.  They 
are  also  available  for  review  in  the 
Commission’s  Public  Reference  Room  in 
Washington,  DC.  There  is  an 
eSubscription  link  on  the  Web  site  that 
enables  subscribers  to  receive  e-mail 
notification  when  a  document  is  added 
to  a  subscribed  docket(s).  For  assistance 
with  any  FERC  Online  service,  please  e- 
mail  FERCOnIineSupport@ferc.gov  OT 
call  (866)  208-3676  (toll  free).  For  TTY, 
call  (202)  502-8659. 

Nathaniel  |.  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  E8-27727  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  EL09-1 0-000] 

Ameren  Services  Company, 
Compiainant,  v.  Midwest  Independent 
Transmission  System  Operator,  Inc., 
Respondent;  Notice  of  Compiaint 

November  17,  2008. 

Take  notice  that  on  November  10, 
2008,  Ameren  Services  Company 
(Complainant),  on  behalf  of  certain  of  its 
affiliates  filed,  pursuant  to  sections  206 
of  the  Federal  Power  Act,  16  U.S.C. 
824(e)  and  Rule  206  of  the 
Commission’s  Regulations,  18  CFR 
385.206,  a  formal  complaint,  motion  for 
consolidation,  or  alternatively,  motion 
for  extension  of  refund  period  against 
Midwest  Independent  Transmission 


System  Operator,  Inc.  (Respondent) 
alleging  that  the  Revenue  Sufficiency 
Guarantee  charge  allocation  provisions 
of  the  Respondent’s  tariff  are  unjust, 
unreasonable,  and  unduly 
discriminatory,  and  should  be  revised. 
Complainant  also  requests  that  the 
Commission  establish  a  refund-effective 
date  of  November  10,  2008  with  respect 
to  the  requested  tariff  revisions. 

The  Complainant  certifies  that  copies 
of  the  complaint  were  served  on  the 
contacts  for  the  Respondent  as  listed  on 
the  Commission’s  list  of  Corporate 
Officials. 

Any  person  desiring  to  intervene  or  to 
protest  this  filing  must  file  in 
accordance  with  Rules  211  and  214  of 
the  Commission's  Rules  of  Practice  and 
Procedure  (18  CFR  385.211,  385.214). 
Protests  will  be  considered  by  the 
Commission  in  determining  the 
appropriate  action  to  be  taken,  but  will 
not  serve  to  make  protestants  parties  to 
the  proceeding.  Any  person  wishing  to 
become  a  party  must  file  a  notice  of 
intervention  or  motion  to  intervene,  as 
appropriate.  The  Respondent’s  answer 
and  all  interventions  or  protests  must  be 
filed  on  or  before  the  comment  date. 

The  Respondent’s  answer,  motions  to 
intervene,  and  protests  must  be  served 
on  the  Complainants. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper  using  the 
“eFiling”  link  at  http://www.ferc.gov. 
Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  protest  or  intervention  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street,  NE.,  Washington,  DC 
20426. 

This  filing  is  accessible  on-line  at 
http://www.ferc.gov,  using  the 
“eLibrary”  link  and  is  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  “eSubscription”  link  on  the 
Web  site  that  enables  subscribers  to 
receive  e-mail  notification  when  a 
document  is  added  to  a  subscribed 
docket(s).  For  assistance  with  any  FERC 
Online  service,  please  e-mail 
FERCOnIineSupport@ferc.gov,  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Comment  Date:  5  p.m.  Eastern  Time 
on  December  1,  2008. 

Kimberly  D.  Bose, 

Secretary. 

(FR  Doc.  E8-27690  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  CP09-1 0-000] 

Dominion  Transmission,  Inc.;  Notice  of 
Intent  To  Prepare  an  Environmental 
Assessment  for  the  Proposed  Rural 
Valley  Project,  Request  for  Comments 
on  Environmental  Issues 

November  17,  2008. 

The  staff  of  the  Federal  Energy 
Regulatory  Commission  (FERC  or 
Commission)  will  prepare  an 
environmental  assessment  (EA)  that  will 
discuss  the  environmental  impacts  of 
the  Rural  Valley  Project  involving 
construction  and  operation  of  facilities 
by  Dominion  Transmission,  Inc.  (DTI)  in 
Armstrong,  Westmoreland,  Elk  and 
McKean  Counties,  PA.^  These  facilities 
would  consist  of  about  1.40  miles  of 
various  diameter  pipeline,  57,500 
horsepower  (hp)  of  compression  and 
four' new  Metering  and  Regulation 
(M&R)  stations.  This  EA  will  be  used  by 
the  Commission  in  its  decision-making 
process  to  determine  whether  the 
project  is  in  the  public  convenience  and 
necessity. 

If  you  are  a  landowner  receiving  this 
notice,  you  may  be  contacted  by  a  DTI 
company  representative  about  survey 
permission  and/or  the  acquisition  of  an 
easement  to  construct,  operate,  and 
maintain  the  proposed  facilities.  The 
company  would  seek  to  negotiate  a 
mutually  acceptable  agreement. 
However,  if  the  project  is  approved  by 
the  Commission,  that  approval  conveys 
with  it  the  right  of  eminent  domain. 
Therefore,  if  easement  negotiations  fail 
to  produce  an  agreement,  the  natural  gas 
company  could  initiate  condemnation 
proceedings  in  accordance  with  state 
law. 

A  fact  sheet  prepared  by  the  FERC 
entitled  “An  Interstate  Natural  Gas 
Facility  On  My  Land?  What  Do  I  Need 
To  Know?”  was  attached  to  the  project 
notice  DTI  provided  to  landowners. 

This  fact  sheet  addresses  a  number  of 
typically  asked  questions,  including  the 
use  of  eminent  domain  and  how  to 
participate  in  the  Commission’s 
proceedings.  It  is  available  for  viewing 
on  the  FERC  Internet  Web  site  [http:// 
www.ferc.gov). 

Summary  of  the  Proposed  Project 

DTI  proposes  to  create  a  firm 
transportation  outlet  for  natural  gas 

’  On  October  l-S,  2008.  DTI  filed  its  application 
with  the  Commission  under  section  7  of  the  Natural 
Cas  Act  and  Part  157  of  the  Commission’s 
regulations.  The  Commission  issued  its  Notice  of 
Application  on  October  27,  2008. 
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supplies  in  western  Pennsylvania  by 
providing  57,500  dekatherms  per  day 
from  multiple  locations  along  lines  LN- 
19  and  LN-20  to  an  existing 
interconnect  with  Texas  Eastern 
Transmission.  DTI  seeks  authority  to; 

•  Install  a  compressor  station, 
consisting  of  two  high  speed 
reciprocating  gas  compressor  units,  one 
1,775  unit  hp  and  one  3,550  hp  unit, 
totaling  5,325  hp,  known  as  the  Rural 
Valley  Compressor  Station,  located 
approximately  three  miles  west  of  Rural 
Valley,  PA; 

•  Install  1.08  miles  of  10-inch- 
diameter  pipeline  interconnecting 
Dominion  People’s  Line  TP-7625  with 
DTl’s  new  Rural  Valley  Compressor 
Station; 

•  Install  0.02  mile  of  10-inch- 
diameter  pipeline  interconnecting  DTI’s 
LN-19  with  the  new  compressor  station; 

•  Install  0.30  mile  of  8-inch-diameter 
discharge  pipeline  connecting  the 
compressor  station  to  DTI’s  LN-50X3; 

•  Install  a  new’  M&R  station  (Rural 
Valley)  adjacent  to  the  Rural  Valley 
Compressor  Station  in  Armstrong 
County,  PA; 

•  Install  a  pig  launcher  and  receiver 
adjacent  to  the  Rural  Valley  M&R 
station; 

•  Install  a  new  M&R  station  (Oakford) 
within  the  existing  Oakford  Compressor 
Station  boundary  in  Westmoreland 
County,  PA; 

•  Install  a  new  M&R  station  (National 
Forest)  located  on  a  former  M&R  site 
adjacent  to  the  LN-20  right-of-way 
(ROW)  in  Elk  County,  PA;  and 

•  Install  a  new  M&R  station  (Big 
Springs),  located  at  an  existing  pig 
launcher  location  adjacent  to  the  LN-20 
ROW  in  McKean  County,  PA. 

The  general  location  of  the  project 
facilities  is  shown  in  Appendix  1.^ 

Land  Requirements  for  Construction 

Project  activities  will  occur  on 
property  that  will  be  purchased  by  DTI 
from  private  landowners  who  adjoin  the 
property  of  the  proposed  compressor 
and  M&R  station  sites  in  Armstrong 
County,  property  already  owned  by  DTI, 
and  land  to  be  leased  from  the 
Alleghany  National  Forest  and  the 
Commonwealth  of  PA.  Bureau  of 
Forestry.  Construction  of  the  proposed 
aboveground  facilities  would  impact 
about  7.0  acres  of  land.  Following 


^  The  appendices  referenced  in  this  notice  are  not 
being  printed  in  the  Federal  Register.  Copies  of  all 
appendices,  other  than  Appendix  1  (maps),  are 
available  on  the  Commission’s  Web  site  at  the 
“eLibrary”  link  or  from  the  Commission’s  Public 
Reference  Room,  888  First  Street,  NE.,  Washington, 
DC  20426,  or  call  (202)  502-8371.  For  instructions 
on  connecting  to  eLibrary,  refer  to  the  last  page  of 
this  notice.  Copies  of  the  appendices  were  sent  to 
all  those  receiving  this  notice  in  the  mail. 


construction,  approximately  6.4  acres 
would  be  maintained  for  operation.  The 
remaining  0.6  acres  of  land  would  be 
restored  and  allowed  to  revert  to  its 
former  use.  Construction  of  the 
proposed  pipelines  would  impact  about 
15.3  acres  of  land.  Following 
construction,  approximately  8.35  acres 
of  land  would  be  maintained  for 
operation.  The  remaining'6.95  acres  of 
land  would  be  restored  and  allowed  to 
revert  to  its  former  use. 

The  EA  Process 

The  National  Environmental  Policy 
Act  (NEPA)  requires  the  Commission  .to 
take  into  account  the  environmental 
impacts  that  could  result  from  an  action 
whenever  it  considers  the  issuance  of  a 
Certificate  of  Public  Convenience  and 
Necessity.  NEPA  also  requires  us  to 
discover  and  address  concerns  the 
public  may  have  about  proposals.  This 
process  is  referred  to  as  “scoping”.  The 
main  goal  of  the  scoping  process  is  to 
focus  the  analysis  in  the  EA  on  the 
important  environmental  issues.  By  this 
Notice  of  Intent,  the  Commission  staff 
requests  public  comments  on  the  scope 
of  the  issues  to  address  in  the  EA.  All 
comments  received  are  considered 
during  the  preparation  of  the  EA.  State 
and  local  government  representatives 
are  encouraged  to  notify  their 
constituents  of  this  proposed  action  and 
encourage  them  to  comment  on  their 
areas  of  concern. 

In  the  EA  we  ^  will  discuss  impacts 
that  could  occur  as  a  result  of  the 
construction  cmd  operation  of  the 
proposed  project  under  these  general 
headings: 

•  Geology  and  soils 

•  Land  use 

•  Water  resources,  fisheries,  and 
wetlands 

•  Cultural  resources 

•  Vegetation  and  wildlife 

•  Air  quality  and  noise 

•  Endangered  and  threatened  species 

•  Hazardous  waste 

•  Public  safety 

We  will  also  evaluate  reasonable 
alternatives  to  the  proposed  project  or 
portions  of  the  project,  and  make 
recommendations  on  how  to  lessen  or 
avoid  impacts  on  the  various  resource 
areas. 

Our  independent  analysis  of  the 
issues  will  be  in  the  EA.  Depending  on 
the  comments  received  during  the 
scoping  process,  the  EA  may  be 
published  and  mailed  to  Federal,  state, 
and  local  agencies,  public  interest 
groups,  interested  individuals,  affected 


•*“We”,  “us”,  and  “our”  refer  to  the 
environmental  staff  of  the  Office  of  Energy  Projects 
(OEP). 


landowners,  newspapers,  libraries,  and 
the  Commission’s  official  service  list  for 
this  proceeding.  A  comment  period  will 
be  allotted  for  review  if  the  EA  is 
published.  We  will  consider  all 
comments  on  the  EA  before  we  make 
our  recommendations  to  the 
Commission. 

To  ensure  your  comments  are 
considered,  please  carefully  follow  the 
instructions  in  the  public  participation 
section  below. 

Currently  Identified  Environmental 
Issues 

We  have  already  identified  several 
issues  that  we  think  deserve  attention 
based  on  a  preliminary  review  of  the 
proposed  facilities  and  the 
environmental  information  provided  by 
DTI.  This  preliminary  list  of  issues  may 
be  changed  based  on  your  comments 
and  our  analysis. 

•  Proposed  right-of-way  width  and 
configuration. 

•  Impacts  on  8.6  acres  of  agricultural 
land,  including  a  total  of  3.2  acres  of 
prime  farmland  soils. 

•  Impacts  of  air  and  noise  emissions. 

Public  Participation 

You  can  make  a  difference  by 
providing  us  with  your  specific 
comments  or  concerns  about  the  Rural 
Valley  Project.  Your  comments  should 
focus  on  the  potential  environmental 
effects  of  the  proposal,  reasonable 
alternatives,  and  measures  to  avoid  or 
lessen  the  environmental  impacts.  The 
more  specific  your  comments,  the  more 
useful  they  will  be.  To  ensure  that  your 
comments  are  timely  and  properly 
recorded,  please  send  in  your  comments 
so  that  they  will  be  received  in 
Washington,  DC  on  or  before  December 
18,  2008. 

For  your  convenience,  there  are  three 
methods  which  you  can  use  to  submit 
your  comments  to  the  Commission.  In 
all  instances  please  reference  the  project 
docket  number  with  your  submission. 
The  docket  number  can  be  found  on  the 
front  of  this  notice.  The  Commission 
encourages  electronic  filing  of 
comments  and  has  dedicated  eFiling 
expert  staff  available  to  assist  you  at 
(202)  502-8258  or  eFiling@ferc.gov. 

(1)  You  may  file  your  comments 
electronically  by  using  the  Quick 
Comment  feature,  which  is  located  on 
the  Commission’s  internet  Web  site  at 
http://www.ferc.gov  under  the  link  to 
Documents  and  Filings.  A  Quick 
Comment  is  an  easy  method  for 
interested  persons  to  submit  text-only 
comments  on  a  project. 

(2)  You  may  file  your  comments 
electronically  by  using  the  eFiling 
feature,  which  is  located  on  the 
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Commission’s  internet  Web  site  at 
http://i\'ww.ferc.gov  under  the  link  to 
Documents  and  Filings.  eFiling  involves 
preparing  your  submission  in  the  same 
manner  as  you  would  if  filing  on  paper, 
and  then  saving  the  file  on  your 
computer’s  hard  drive.  You  will  attach 
that  file  as  your  submission.  New 
eFiling  users  must  first  create  an 
account  by  clicking  on  “Sign  up”  or 
“eRegister”.  You  will  be  asked  to  select 
the  type  of  filing  you  are  making.  A 
comment  on  a  particular  project  is 
considered  a  “Comment  on  a  Filing.’’ 

(3)  You  may  file  your  comments  via 
mail  to  the  Commission  by  sending  an 
original  and  two  copies  of  your  letter  to: 
Kimberly  D.  Bose,  Secretary,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Room  lA,  Washington, 
DC  20426. 

Label  one  copy  of  the  comments  for 
the  attention  of  Gas  Branch  3,  PJll.3. 

Becoming  an  Intervenor 

In  addition  to  involvement  in  the  EA 
scoping  process,  you  may  want  to 
become  an  official  party  to  the 
proceeding,  or  “intervenor”.  To  become 
an  intervenor  you  must  file  a  motion  to 
intervene  according  to  Rule  214  of  the 
Commission’s  Rules  of  Practice  and 
Procedure  (18  CFR  385.214).  Intervenors 
have  the  right  to  seek  rehearing  of  the 
Commission’s  decision.  Motions  to 
Intervene  should  be  electronically 
submitted  using  the  Commission’s 
eFiling  system  at  http://www.ferc.gov. 
Persons  without  Internet  access  should 
send  an  original  and  14  copies  of  their 
motion  to  tbe  Secretary  of  the 
Commission  at  the  address  indicated 
previously.  Persons  Tiling  Motions  to 
Intervene  on  or  before  the  comment 
deadline  indicated  above  must  send  a 
copy  of  the  motion  to  the  Applicant.  All 
filings,  including  late  interventions, 
submitted  after  the  comment  deadline 
must  be  served  on  the  Applicant  and  all 
other  intervenors  identified  on  the 
Commission’s  service  list  for  this 
proceeding.  Persons  on  the  service  list 
with  e-mail  addresses  may  be  served 
electronically;  others  must  be  served  a 
hard  copy  of  the  filing. 

Affected  landowners  and  parties  with 
environmental  concerns  may  be  granted 
intervenor  status  upon  showing  good 
cause  by  stating  that  they  have  a  clear 
and  direct  interest  in  this  proceeding 
which  would  not  be  adequately 
represented  by  any  other  parties.  You  do 
not  need  intervenor  status  to  have  your 
environmental  comments  considered. 

Environmental  Mailing  List 

As  described  above,  we  may  publish 
and  distribute  the  EA  for  comment.  If 
you  are  interested  in  receiving  an  EA  for 


review  and/or  comment,  please  return 
the  Environmental  Mailing  List  Form 
(Appendix  3).  If  you  do  not  return  the 
Environmental  Mailing  List  Form,  you 
w’ill  be  taken  off  the  mailing  list.  All 
individuals  who  provide  written 
comments  will  remain  on  our 
environmental  mailing  list  for  this 
project. 

Additional  Information 

Additional  information  about  the 
project  is  available  from  the 
Commission’s  Office  of  External  Affairs, 
at  1-866-208-FERC  or  on  the  FERC 
Internet  Web  site  (http://www.ferc.gov) 
using  the  eLibrary  link.  Click  on  the 
eLibrary  link,  click  on  “General  Search” 
and  enter  the  docket  number,  (CP09- 
10-000),  excluding  the  last  three  digits 
in  the  Docket  Number  field.  Be  sure  you 
have  selected  an  appropriate  date  range. 
For  assistance,  please  contact  FERC 
Online  Support  at 

FercOnIineSupport@ferc.gov  or  toll  free 
at  1-866-208-3676,  or  for  TTY,  contact 
(202)  502-8659.  The  eLibrary  link  also 
provides  access  to  the  texts  of  formal 
documents  issued  by  the  Commission, 
such  as  orders,  notices,  and 
rulemakings. 

In  addition,  the  Commission  now 
offers  a  free  service  called  eSubscription 
which  allows  you  to  keep  track  of  all 
formal  issuances  and  submittals  in 
specific  dockets.  This  can  reduce  the 
amount  of  time  you  spend  researching 
proceedings  by  automatically  providing 
you  with  notification  of  these  filings, 
document  summaries  and  direct  links  to 
the  documents.  Go  to  http:// 
www.ferc.gov/esubscribenow.htm. 

Finally,  public  meetings  or  site  visits 
will  be  posted  on  the  Commission’s 
calendar  located  at  http://www.ferc.gov/ 
EventCalendar/EventsList.aspx  along 
with  other  related  information. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E8-27691  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Project  No.  12646-001 — Oklahoma  Pine 
Creek  Lake  Dam  Hydroelectric  Project] 

City  of  Broken  Bow,  OK;  Notice  of 
Proposed  Restricted  Service  List  for  a 
Programmatic  Agreement  for 
Managing  Properties  Included  in  or 
Eligible  for  Inclusion  in  the  National 
Register  of  Historic  Places 

November  17,  2008. 

Rule  2010  of  the  Federal  Energy 
Regulatory  Commission’s  (Commission) 
Rules  of  Practice  and  Procedure 
provides  that,  to  eliminate  unnecessary 
expense  or  improve  administrative 
efficiency,  the  Secretary  may  establish  a 
restricted  service  list  for  a  particular 
phase  or  issue  in  a  proceeding.'  The 
restricted  service  list  should  contain  the 
names  of  persons  on  the  service  list 
who,  in  the  judgment  of  the  decisional 
authority  establishing  the  list,  are  active 
participants  with  respect  to  the  phase  or 
issue  in  the  proceeding  for  which  the 
list  is  established. 

Commission  staff  is  consulting  with 
the  Oklahoma  State  Historic 
Preservation  Officer  (Oklahoma  SHPO) 
and  the  Advisory  Council  on  Historic 
Preservation  (Council)  pursuant  to  the 
Council’s  regulations,  36  CFR  part  800, 
implementing  section  106  of  the 
National  Historic  Preservation  Act,  as 
amended,  (16  U.S.C.  470  f),  to  prepare 
and  execute  a  programmatic  agreement 
(PA)  for  managing  properties  included 
in,  or  eligible  for  inclusion  in,  the 
National  Register  of  Historic  Places  at 
the  Pine  Creek  Lake  Dam  Hydroelectric 
Project  No.  12646  (Pine  Creek  Project). 

The  PA,  when  executed  by  the 
Commission  and  the  Oklahoma  SHPO, 
would  satisfy  the  Commission’s  section 
106  responsibilities  for  all  individual 
undertakings  carried  out  in  accordance 
with  the  license  until  the  license  expires 
or  is  terminated  (36  CFR  800.13[e]).  The 
Commission’s  responsibilities  pursuant 
to  section  106  for  the  Pine  Creek  Project 
would  be  fulfilled  through  the  PA, 
which  Commission  staff  proposes  to 
draft  in  consultation  with  the  parties 
listed  below.  The  executed  PA  would  be 
incorporated  into  any  order  issuing  a 
license  for  the  project. 

The  City  of  Broken  Bow,  Oklahoma, 
as  the  license  applicant  for  the  Pine 
Creek  Project,  is  invited  to  participate  in 
consultations  to  develop  the  PA  and  to 
si^  as  a  concurring  party  to  the  PA. 

For  purposes  of  commenting  on  the 
PA,  we  propose  to  restrict  the  service 


'  18  CFR  section  385.2010. 
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list  for  the  aforementioned  project  as 
follows: 

Don  Klima  or  Representative,  Advisory 
Council  on  Historic  Preservation,  The 
Old  Post  Office  Building,  Suite  803, 
1100  Pennsylvania  Avenue,  NW., 
Washington,  DC  20004 
Michael  Graves.  Hall  Estil  Attorneys  at 
Law,  320  South  Boston  Ave.,  Suite 
400,  Tulsa,  OK  74103 
Olen  Hill  or  Representative,  City 
Manager,  City  of  Broken  Bow,  210 
North  Broadway,  Broken  Bow,  OK 
74728 

Melvena  Heisch  or  Representative, 
Deputy  SHPO,  Oklahoma  Historical 
Society,  2401  N.  Laird  Avenue, 
Oklahoma  City,  OK  73105 
Robert  L.  Brooks  or  Representative, 

State  Archaeologist,  Oklahoma 
Archeological  Survey,  111  E. 
Chesapeake  St.,  Norman,  OK  73019- 
5111 

Gregor>'  E.  Pyle  or  Representative,  Chief, 

I  Choctaw  Nation  of  Oklahoma,  P.O. 

Drawer  1210,  Durant,  OK  74702-1210 
LaRue  Martin  Parker  or  Representative, 
Chairperson,  Caddo  Nation  of 
Oklahoma,  PO  Box  487,  Binger,  OK 
73009 

Scott  Henderson,  US  Army  Corps  of 
Engineers,  Tulsa  District,  1645  S. 

101st  East  Ave.,  Tulsa,  OK  74128 
Any  person  on  the  official  service  list 
for  the  above-captioned  proceeding  may 
request  inclusion  on  the  restricted 
service  list,  or  may  request  that  a 
restricted  service  list  not  be  established, 
by  filing  a  motion  to  that  effect  within 
15  days  of  this  notice  date.  In  any  such 
request  for  inclusion,  the  requesting 
entity  should  identify  the  reason(s)  why 
there  is  an  interest  to  be  included.  Also, 
please  identify  any  concerns  about 
historic  properties,  including 
Traditional  Cultural  Properties.  If 
historic  properties  are  identified  within 
the  motion,  a  separate  page,  labeled 
NON-PUBLIC  Information,  should  be 
used  and  attached  to  the  request. 

An  original  and  8  copies  of  any  such 
motion  must  be  filed  with  Kimberly  D. 
Bose,  Secretary  of  the  Commission,  888 
First  Street,  NE.,  Washington,  DC  20426. 
The  motion  also  must  be  served  on  each 
person  whose  name  appears  on  the 
official  service  list.  Please  put  the 
project  name  “Pine  Creek  Lake  Dam 
Hydroelectric  Project”  and  number 
“P-12646-001”  on  the  front  page  of  any 
motion.  Motions  may  be  filed 
electronically  via  the  Internet  in  lieu  of 
paper.  The  Commission  strongly 
encourages  electronic  filings.  See  18 
CFR  385.2001(a)(l)(iii)  and  the 
instructions  on  the  Commission’s  Web 
site  ihttp://wi\'vi'.ferc.gov)  under  the 
“e-Filing”  link. 


If  no  such  motions  &re  filed,  the 
restricted  service  list  will  be  effective  at 
the  end  of  the  15  day  period.  Otherwise, 
a  further  notice  will  be  issued  ruling  on 
any  motion  or  motions  filed  within  the 
15  day  period. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E8-27687  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6717-01-P  v 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

[Docket  No.  CP09-21-000] 

Carolina  Gas  Transmission 
Corporation;  Notice  of  Request  Under 
Blanket  Authorization 

November  17,  2008. 

Take  notice  that  on  November  7, 

2008,  Carolina  Gas  Transmission 
Corporation  (CGT),  1426  Main  Street, 
Columbia,  South  Carolina  29201,  filed 
with  the  Commission  in  docket  number 
CP09-2 1-000,  a  prior  notice  request 
pursuant  to  sections  157.205  and 
157.214,  Subpart  F  (2008),  of  the 
Commission’s  Regulations  under  the 
Natural  Gas  Act,  and  CGT’s  blanket 
certificate  issued  in  Docket  No.  CP06- 
72-000,  to  construct  and  operate  a 
delivery  point  located  in  Effingham 
County,  Georgia  to  serve  Georgia  Pacific 
Consumer  Products  LP  facility.  The 
construction  of  this  delivery  point  will 
constitute  a  bypass  of  Atlanta  Gas  Light, 
a  local  distribution  company  that 
currently  is  serving  the  Georgia-Pacific 
facility.  CTG’s  facilities  will  have  the 
capability  of  delivering  up  to  15,000  Dth 
per  day.  The  estimated  construction 
costs  for  these  facilities  are  $194,385,  all 
as  more  fully  set  forth  in  the  application 
which  is  on  file  with  the  Commission 
and  open  to  public  inspection.  The 
filing  may  also  be  viewed  on  the  Web 
at  http://www.ferc.gov  using  the 
“eLibrary”  link.  Enter  the  docket 
number  excluding  the  last  three  digits  in 
the  docket  number  field  to  access  the 
document.  For  assistance,  please  contact 
FERC  Online  Support  at 
FERCOnlineSupport@ferc.gov  or  toll 
free  at  (866)  208-3676,  or  TTY,  contact 
(202)  502-8659. 

Any  questions  concerning  this 
application  may  be  directed  to  Randy  D. 
Traylor,  Jr.,  Manager  of  Engineering — 
Capital  Projects,  Carolina  Gas 
Transmission  Corporation,  601  Old 
Taylor  Road,  Cayce,  South  Carolina 
29033,  at  (803)  217-2255  or  by  e-mail 
dtraoyIor@scana.com. 


Any  person  may,  within  60  days  after 
the. issuance  of  the  instant  notice  by  the 
Commission,  file  pursuant  to  Rule  214 
of  the  Commission’s  Procedural  Rules 
(18  CFR  385.214)  a  motion  to  intervene 
or  notice  of  intervention.  Any  person 
filing  to  intervene  or  the  Commission’s 
staff  may,  pursuant  to  section  157.205  of 
the  Commission’s  Regulations  under  the 
Natural  Gas  Act  (NGA)  (18  CFR  157.205) 
file  a  protest  to  the  request.  If  no  protest 
is  filed  within  the  time  allowed 
therefore,  the  proposed  activity  shall  be 
deemed  to  be  authorized  effective  the 
day  after  the  time  allowed  for  protest.  If 
a  protest  is  filed  and  not  withdrawn 
within  30  days  after  the  time  allowed 
for  filing  a  protest,  the  instant  request 
shall  be  treated  as  an  application  for 
authorization  pursuant  to  section  7  of 
the  NGA. 

The  Commission  strongly  encourages 
electronic  filings  of  comments,  protests, 
and  interventions  via  the  Internet  in  lieu 
of  paper.  See  18  CFR  385.2001(a)(l)(iii) 
and  the  instructions  on  the 
Commission’s  Web  site  (http:// 
www.ferc.gov)  under  the  “e-Filing”  link. 

Kimberly  D.  Bose, 

Secretary. 

[FR  Doc.  E8-27689  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Southwestern  Power  Administration 

Solicitation  of  Interest  for 
Transmission  Line  Projects  Under 
EPActOS  Section  1222  Associated  With 
Renewable  Generation  Sources 

agency:  United  States  Department  of 
Energy,  Southwestern  Power 
Administration. 

ACTION:  Request  for  Statements  of 
Interest. 

SUMMARY:  The  United  States  Department 
of  Energy  (DOE  or  Department)  acting 
through  the  Southwestern  Power 
Administration  (Southwestern),  a  power 
marketing  administration  within  the 
Department,  is  seeking  Statements  of 
Interest  (SOIs)  from  entities  that  are 
interested  in  providing  contributed 
funds  for  Southwestern’s  participation 
in  the  upgrade  of  Southwestern’s 
existing  transmission  facilities  or  the 
construction  of  new  transmission  line 
projects  in  the  states  in  which 
Southwestern  operates.  The  purpose  of 
the  request  for  SOIs  is  to  identify 
potential  projects  which  would  facilitate 
the  transmission  of  wind  generation  or 
other  renewable  generation  sources  to 
load  centers  under  the  authority  granted 
the  Secretary  of  Energy  in  section  1222 
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of  the  Energy  Policy  Act  of  2005 
(EPActOS)  (Pub.  L.  109-58;  119  Stat. 

952). 

DATES;  To  be  assured  of  consideration, 
all  SOIs  should  be  received  at 
Southwestern  Power  Administration  by 
January  5,  2009. 

ADDRESSES:  SOIs  should  be  mailed  to:  _ 
Mr.  James  K.  McDonald,  Assistant 
Administrator,  Office  of  Corporate 
Operations,  Southwestern  Power 
Administration,  One  West  Third  Street, 
Suite  1400,  Tulsa,  OK  74103.  Responses 
may  also  be  e-mailed  to 
jim.mcdonald@swpa.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

further  information  concerning  the 
SOIs,  contact:  Mr.  James  K.  McDonald, 
Assistant  Administrator,  Office  of 
Corporate  Operations,  Southwestern 
Power  Adn^inistration,  One  West  Third 
Street,  Suite  1400,  Tulsa,  OK  74103, 
telephone  918-595-6690,  e-mail 
jim.mcdonald@swpa.gov. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  Section  5  of  the  Flood  Control  Act  of 
1944,  Southwestern,  a  DOE  agency, 
markets  and  transmits  wholesale 
electrical  power  from  24  multiple 
purpose  reservoir  projects  constructed 
by  the  U.S.  Corps  of  Engineers  to 
cooperatives,  government  agencies,  and 
municipalities.  Southwestern  operates 
and  maintains  1,380  miles  of  high- 
voltage  transmission  lines  located  in  the 
states  of  Arkansas,  Missouri  and 
Oklahoma.  Southwestern  markets  power 
in  the  states  of  Arkansas,  Kansas, 
Louisiana,  Missouri,  Oklahoma,  and 
Texas.  Under  the  Energy  and  Water 
Appropriations  Act  of  2004  (Pub.  L. 
108-37),  Southwestern  was  granted 
permanent  authority  to  accept 
contributed  funds  under  section  5  of  the 
Flood  Control  Act.  Those  contributed 
funds  can  only  be  used  to  fund  work  for 
projects  that  would  be  used  to  transport 
federally  produced  electricity. 

Since  2005,  the  Secretary  of  Energy 
(Secretary),  acting  through  the 
Administrators  of  Southwestern  or 
Western  Area  Power  Administration 
(Western),  has  had  the  authority  to 
accept  contributed  funds  under  section 
1222(c)  of  EPAct05  to  design,  develop, 
construct,  operate,  maintain,  or  own,  or 
participate  with  other  entities  in 
designing,  developing,  constructing, 
operating,  maintaining,  or  owning,  an 
electric  power  transmission  facility  and 
related  facilities  needed  to  upgrade 
existing  transmission  facilities  owned 
by  Southwestern  and  Western  if  the 
electric  transmission  facilities  are 
located  in  a  national  interest  electric 
transmission  corridor  designated 
pursuant  to  section  216  of  the  Federal 


Power  Act  (16  U.S.C.  824o),  or  are 
necessary  to  accommodate  an  actual  or 
projected  increase  in  demand  for 
electric  transmission  capacity.  Section 
1222(b)  of  EPAct05  grants  the  Secretary, 
acting  through  the  Administrators  of 
Southwestern  or  Western  authority  for 
developing  new  electric  transmission 
facilities,  similar  to  that  provided  in 
section  1222(a)  for  existing  facilities,  in 
states  in  which  Southwestern  and 
Western  operate.  Section  1222(c) 
provides  for  the  Secretary  to  accept  and 
use  funds  contributed  by  another  entity 
for  the  purpose  of  carrying  out  a  project. 
Section  1222(g)  of  EPAct05  provides 
that  through  September  30,  2015,  the 
Secretary  may  accept  no  more  than  $100 
million  from  other  entities  for  use  in 
developing  projects.  In  order  to  exercise 
these  authorities,  the  Secretary,  in 
consultation  with  the  applicable 
Administrator,  must  make  certain 
determinations  provided  in  section  1222 
of  EPAct05  with  respect  to  the  project. 

Given  the  economic,  environmental, 
and  national  security  benefits  flowing 
from  the  use  of  electricity  generated 
from  renewable  energy  resources. 
Southwestern  is  seeking  SOIs  from 
entities  that  are  interested  in  providing 
contributed  funds  for  Southwestern’s 
participation  in  the  design, 
development,  or  construction  of 
upgraded  or  new  transmission  projects 
that  would  facilitate  the  transmission  of 
wind  generation  or  other  renewable 
generation  from  remote  locations  to 
distant  load  centers. 

The  SOIs  should  include  the 
following  information: 

1.  Name  and  general  description  of 
the  entity  submitting  the  SOI. 

2.  Name,  mailing  address,  telephone 
number,  facsimile  number,  and  e-mail 
address  of  that  entity’s  primary  contact. 

3.  A  description  of  the  proposed 
transmission  project  including  project 
location  (location  must  be  within  states 
in  which  Southwestern  operates), 
minimum  transfer  capability, 
descriptions  of  any  previous 
transmission  work  done  for  the 
proposed  project  (plan  of  service,  cost 
estimate,  schedule,  system  studies, 
environmental  activity,  siting  activity, 
etc.),  and  any  other  information  that 
would  be  useful  in  evaluating  the 
proposed  transmission  project. 

4.  Description  of  the  renewable  energy 
resources  tbe  proposed  project  would 
serve,  including  type(s)  of  renewable 
resource,  size  and  general  location  of 
the  resource,  general  location  of  load  or 
markets,  availability  of  generation- 
related  ancillary  services,  a  description 
of  the  entity’s  involvement  in  the 
renewable  energy  resource,  if  any,  and 


any  other  information  that  would  be 
useful  in  evaluating  the  project. 

5.  Amount  of  transmission  rights  or 
long-term  transmission  service  the 
entity  may  desire  if  and  when  the 
project  is  completed. 

6.  The  proposed  role  that 
Southwestern  might  play  in  the 
development  of  the  transmission 
project. 

7.  The  amount  of  funds  the  entity 
might  be  willing  to  contribute  to 
Southwestern  to  accomplish  its  role. 

8.  A  brief  description  of  any  other 
information  that  would  be  useful  in 
evaluating  the  SOI. 

Each  SOI  will  be  evaluated  by 
Southwestern,  for  ultimate 
recommendation  to  the  Secretary,  based 
on  the  feasibility  of  developing  a  project 
that  meets  the  criteria  set  forth  in 
EPAct05  section  1222,  while  advancing 
the  goal  of  facilitating  the  transmission 
of  wind  generation  or  other  renewable 
generation  sources  from  remote 
locations  to  distant  load  centers.  Given 
the  $100  million  limit  through 
September  15,  2015,  on  the  Secretary’s 
authority  to  accept  contributed  funds, 
the  SOIs  received  in  response  to  this 
request,  and  the  request  for  SOIs 
simultaneously  being  issued  by 
Western,  will  be  evaluated  through  a 
competitive  evaluation  process. 

Environmental  Compliance 

In  compliance  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321,  ef  seq.)\  the 
Council  on  Environmental  Quality 
Regulations  for  implementing  NEPA  (40 
CFR  parts  1500-1508);  and  DOE  NEPA 
Implementing  Procedures  and 
Guidelines  (10  CFR  part  1021), 
Southwestern  has  determined  this 
action  is  categorically  excluded  from 
further  NEPA  analysis.  Future  actions 
that  the  Secretary  and  Southwestern 
may  undertake  under  EPAct05  section 
1222  as  a  result  of  this  request  will 
undergo  separate  NEPA  analysis  on  a 
project  by  project  basis. 

Dated:  November  13,  2008. 

Jon  C.  Worthington, 

Administrator. 

[FR  Doc.  E8-27719  Filed  11-20-08;  8:45  am] 
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DEPARTMENT  OF  ENERGY 

Western  Area  Power  Administration 

Solicitation  of  Interest  for. 

Transmission  Line  Projects  Under 
EPActOS  Section  1222  Associated  With 
Renewable  Generation  Sources 

AGENCY:  United  States  Department  of 
Energy,  Western  Area  Power 
Administration. 

ACTION:  Request  for  Statements  of 
Interest. 

SUMMARY:  The  United  States  Department 
of  Energy  {DOE  or  Department),  acting 
through  the  Western  Area  Power 
Administration  (Western),  a  power 
marketing  administration  within  the 
Department,  is  seeking  Statements  of 
Interest  (SOIs)  from  entities  that  are 
interested  in  providing  contributed 
funds  for  Western’s  participation  in  the 
upgrade  of  Western’s  existing 
transmission  facilities  or  the 
construction  of  new  transmission  line 
projects  in  the  states  in  which  Western 
operates.  The  purpose  of  the  request  for 
SOIs  is  to  identify  potential  projects 
which  would  facilitate  the  transmission 
of  wind  generation  or  other  renewable 
generation  sources  to  load  centers  under 
the  authority  granted  the  Secretary  of 
Energy  in  section  1222  of  the  Energy 
Policy  Act  of  2005  (EPActOS)  (Pub.  L. 
109-58;  119  Stat.  952). 

OATES:  To  be  assured  of  consideration, 
all  SOIs  should  be  received  by  Western 
by  Januar}'  5,  2009. 

ADDRESSES:  SOIs  should  be  mailed  to: 
Ms.  Laverne  Kyriss,  Senior  Planning 
Advisor,  Corporate  Services  Office, 
Western  Area  Power  Administration, 
P.O.  Box  281213,  Lakewood,  CO  80228- 
8213.  SOIs  may  also  be  e-mailed  to 
kyriss@wapa.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

further  information  concerning  the 
SOIs,  contact:  Ms.  Laverne  Kyriss, 

Senior  Planning  Advisor,  Corporate 
Services  Office,  Western  Area  Power 
Administration,  P.O.  Box  281213, 
Lakewood,  CO  80228-8213,  telephone 
(720)  962-7170,  e-mail 
kyriss@wa pa  gov. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  9(c)  of  the  Reclamation 
Project  Act  of  1939  (43  U.S.C.  485h(c)) 
and  section  5  of  the  Flood  Control  Act 
of  1944  (16  U.S.C.  825s),  Western,  a 
DOE  agency,  markets  and  transmits 
wholesale  electrical  power  from  57 
power  generation  facilities  owned  and 
operated  primarily  by  the  U.S.  Bureau  of 
Reclamation  and  the  U.S.  Army  Corps  of 
Engineers  to  cooperatives.  Native 
American  tribes,  government  agencies. 


and  municipalities.  Western  markets 
power  over  17,000  miles  of  high-voltage 
transmission  lines  in  the  states  of 
Arizona,  California,  Colorado,  Iowa, 
Kansas,  Minnesota,  Montana,  Nebraska, 
Nevada,  New  Mexico,  North  Dakota, 
South  Dakota,  Texas,  Utah,  and 
Wyoming.  Western  operates  in  these  15 
states  under  federal  reclamation  law  and 
may  receive  funds  under  the 
Contributed  Funds  Act  (43  U.S.C.  395) 
to  fund  work  for  operations  permitted 
under  reclamation  law,  i.e.  projects  that 
are  used  to  transport  federally  produced 
electricity. 

Since  2005,  the  Secretary  of  Energy 
(Secretary),  acting  through  the 
Administrators  of  Western  or  the 
Southwestern  Power  Administration 
(Southwestern),  has  had  the  authority  to 
accept  contributed  funds  under  section 
1222(c)  of  EPAct05  to  design,  develop, 
construct,  operate,  maintain,  or  own,  or 
participate  with  other  entities  in 
designing,  developing,  constructing, 
operating,  maintaining,  or  owning,  an 
electric  power  transmission  facility  and 
related  facilities  needed  to  upgrade 
existing  transmission  facilities  owned 
by  Western  and  Southwestern  if  the 
electric  transmission  facilities  are 
located  in  a  national  interest  electric 
transmission  corridor  designated 
pursuant  to  section  216  of  the  Federal 
Power  Act  (16  U.S.C.  824o),  or  are 
necessary  to  accommodate  an  actual  or 
projected  increase  in  demand  for 
electric  transmission  capacity.  Section 
1222(b)  of  EPAct05  gives  the  Secretary, 
acting  through  the  Administrators  of 
Western  or  Southwestern,  authority  for 
developing  new  electric  transmission 
facilities,  similar  to  that  provided  in 
section  1222(a)  for  existing  facilities,  in 
states  in  which  Western  and 
Southwestern  operate.  Section  1222(c) 
provides  for  the  Secretary  to  accept  and 
use  funds  contributed  by  another  entity 
for  the  purpose  of  carrying  out  a  project. 
Section  1222(g)  of  EPAct05  provides 
that  through  September  30,  2015,  the 
Secretary  may  accept  no  more  than  $100 
million  from  other  entities  for  use  in 
developing  projects.  In  order  to  exercise 
these  authorities,  the  Secretary,  in 
consultation  with  the  applicable 
Administrator,  must  make  certain 
determinations  provided  in  section  1222 
of  EPAct05  with  respect  to  the  project. 

Given  the  economic,  environmental, 
and  national  security  benefits  flowing 
from  the  use  of  electricity  generated 
from  renewable  energy  resources. 
Western  is  seeking  SOIs  from  entities 
that  are  interested  in  providing 
contributed  funds  for  Western’s 
participation  in  the  design, 
development,  construction,  operation, 
maintenance,  or  ownership  of  upgraded 


or  new  transmission  projects  that  would 
facilitate  the  transmission  of  wind 
generation  or  other  renewable 
generation  sources  from  remote 
locations  to  distant  load  centers.  While 
Western  will  consider  all  projects 
outlined  in  the  SOIs  received  for 
ultimate  recommendation  to  the 
Secretary,  there  are  specific  existing 
electric  transmission  corridors  that 
currently  contain  Western  transmission 
facilities  (both  transmission  lines  and 
intermediate  substations)  that  could 
transmit  significant  quantities  of 
electricity  generated  from  renewable 
resources  to  load  centers  if  upgrades  to 
existing  facilities  were  made  or  new 
facilities  built.  These  include: 

1.  Antelope  Valley- Substation  in  west- 
central  North  Dakota  to  Sioux  City 
Substation  in  western  Iowa 
(approximately  700  miles); 

2.  Miracle  Mile  Substation  in  central 
Wyoming  to  Stegall  Substation  in 
western  Nebraska  (approximately  200 
miles),  continuing  about  100  miles  to 
Ault  Substation  in  northern  Colorado; 
and 

3.  Mead  Substation  in  southern 
Nevada  to  Gila  Substation  in 
southwestern  Arizona  (approximately 
250  miles). 

SOIs  submitted  with  respect  to  the 
facilities  outlined  above,  or  any  other 
proposed  upgrade  or  new  transmission 
projects  should  include  the  following 
information: 

1.  Name  and  general  description  of 
the  entity  submitting  the  SOI. 

2.  Name,  mailing  address,  telephone 
number,  facsimile  number,  and  e-mail 
address  of  that  entity’s  primary  contact. 

3.  A  description  of  the  proposed 
transmission  project  including  project 
location  (location  must  be  within  states 
in  which  Western  operates),  minimum 
transfer  capability,  descriptions  of  any 
previous  transmission  work  done  for  the 
proposed  project  (plan  of  service,  cost 
estimate,  schedule,  system  studies, 
environmental  activity,  siting  activity, 
etc.),  and  any  other  information  that 
would  be  useful  in  evaluating  the 
proposed  transmission  project. 

4.  Description  of  the  renewable  energy 
resources  the  proposed  project  would 
serve,  including  type(s)  of  renewable 
resource,  size  and  general  location  of 
the  resource,  general  location  of  load  or 
markets,  availability  of  generation- 
related  ancillary  services,  a  description 
of  the  entity’s  involvement  in  the 
renewable  energy  resource,  if  any,  and 
any  other  information  that  would  be 
useful  in  evaluating  the  project. 

5.  Amount  of  transmission  rights  or 
long-term  transmission  service  the 
entity  may  desire  if  and  when  the 
project  is  completed. 
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6.  The  proposed  role  that  Western 
might  play  in  the  development  of  the 
transmission  project. 

7.  The  amount  of  funds  the  entity 
might  be  willing  to  contribute  to 
Western  to  accomplish  its  role. 

8.  A  brief  description  of  any  other 
information  that  would  be  useful  in 
evaluating  the  SOI.  Each  SOI  will  be 
evaluated  by  Western  based  on  the 
feasibility  of  developing  a  project  that 
meets  the  criteria  set  forth  in  EPAct05 
section  1222,  while  advancing  the  goal 
of  facilitating  the  transmission  of  wind 
generation  or  other  renewable 
generation  sources  from  remote 
locations  to  distant  load  centers.  Given 
the  $100  million  limit  through 
September  30,  2015,  on  the  Secretary’s 
authority  to  accept  contributed  funds, 
the  SOIs  received  in  response  to  this 
request,  and  the  request  for  SOIs 
simultaneously  being  issued  by 
Southwestern,  will  be  evaluated  through 
a  competitive  evaluation  process. 

Environmental  Compliance 

In  compliance  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321,  et  seq.);  the 
Council  on  Environmental  Quality 
Regulations  for  implementing  NEPA  (40 
CFR  parts  1500-1508);  and  DOE  NEPA 
Implementing  Procedures  and 
Guidelines  (10  CFR  part  1021),  Western 
has  determined  this  action  is 
categorically  excluded  from  further 
NEPA  analysis.  Future  actions  that  the 
.Secretary  and  Western  may  undertake 
under  EPAct05  section  1222  as  a  result 
of  this  request  will  undergo  separate 
NEPA  analysis  on  a  project  by  project 
basis. 

Dated:  November  13,  2008. 

Timothy  J.  Meeks, 

Administrator. 

[FR  Doc.  E8-27721  Filed  11-20-08;  8:45  ami 
BILLING  CODE  6450-01 -P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

(ER-FRL-8587-8] 

Environmental  Impact  Statements  and 
Regulations;  Availability  of  EPA 
Comments 

Availability  of  EPA  comments 
prepared  pursuant  to  the  Environmental 
Review  Process  (ERP),  under  section 
309  of  the  Clean  Air  Act  and  Section 
102(2)(c)  of  the  National  Environmental 
Policy  Act  as  amended.  Requests  for 
copies  of  EPA  comments  can  be  directed 
to  the  Office  of  Federal  Activities  at 
202-564-7146.  An  explanation  of  the 
ratings  assigned  to  draft  environmental 


impact  statements  (EISs)  was  published 
in  FR  dated  April  6,  2008  (73  FR  19833). 

Draft  EISs 

EIS  No.  20080319,  ERP  No.  D-FAA- 
L40234-AK,  Sitka  Rocky  Gutierrez 
Airport  Master  Plan,  Improvements  to 
the  Runway  Safety  Area,  Taxiway. 
Seaplane  Pullout,  Approach  Lighting 
System,  and  the  Seawall,  U.S.  Army 
COE  Section  10  and  404  Permits, 
NPDES  Permit.  AK. 

Summary:  EPA  expressed 
environmental  concerns  about  water 
quality  and  stormwater  impacts  and  the 
mitigation  of  those  impacts.  Rating  EC2. 
EIS  No.  20080331,  ERP  No.  D-NOA- 
L91032-00,  Proposed  Acceptable 
Biological  patch  (ABC)  and  Optimum 
Yield  (OY)  Specifications  and 
Management  Measures  for  the  2009- 
2010  Pacific  Coast  Groundfish  Fishery 
Management  Plan,  Implementation, 
WA.  OR  and  CA. 

Summary:  While  EPA  has  no 
objection  to  the  proposed  action,  EPA 
did  request  clarification  on  monitoring 
and  catch  limits.  Rating  LO. 

EIS  No.  20080361,  ERP  No.  DS-USA- 
K11038-H1,  Makua  Military 
Reservation  (MMR)  Project,  Proposed 
Military  Training  Activities,  To 
Conduct  the  Necessary  Type,  Level, 
Duration,  and  Intensity  of  Live-Fire 
and  other  Military  Training  Activities, 
in  Particular  Company-Level 
Combined-Arms,  Live-Fire  Exercises 
(CALFEX),  25th  Infantry  Division 
(Light)  and  U.S.  Army,  HI. 

Summary':  EPA  expressed 
environmental  concerns  about  impacts 
to  soil  and  water  from  weapons-related 
contaminants.  Rating  EC2. 

Final  EISs 

EIS  No.  20080305,  ERP  No.  F-CGD- 
E02013-AL,  Bienville  Offshore  Energy 
Terminal  (BOET)  Deepwater  Port 
License  Application  (Docket  #  USCG- 
2006—24644),  Proposes  to  Construct  and 
Operate  a  Liquefied  Natural  Gas 
Receiving  and  Degasification  Facility, 
Outer  Continental  Shelf  of  the  Gulf  of 
Mexico,  South  of  Fort  Morgan,  AL. 

Summary:  EPA  continues  to  have 
environmental  objections  about  marine 
fish  larvae  impacts  and  impacts  to  hard 
bottom  habitats  from  pipeline 
installation. 

EIS  No.  20080403,  ERP  No.  F-FHW- 
140182-UT,  Layton  Interchange  Project, 
Improvements  on  1-15  (Exit-330)  to 
Provide  Unrestricted  Access  Across  the 
Unicon  Pacific  Railroad  and  to  Address 
Traffic  Congestion  on  Gentile  St.  in 
West  Layton,  Layton  City,  UT. 

Summary:  EPA's  previous  issues  have 
been  resolved;  therefore,  EPA  does  not 
object  to  the  proposed  action. 


EIS  No.  20080406,  ERP  No.  F-BIA- 
101082-MT,  Absaloka  Mine  Crow 
Reservation  South  Extension  Coal  Lease 
Approval,  Proposed  Mine  Development 
Plan,  and  Related  Federal  and  State 
Permitting  Actions,  Crow  Indian 
Reservation,  Crow  Tribe,  Bighorn 
County,  MT. 

Summary:  No  formal  comment  letter 
was  sent  to  the  preparing  agency. 

Dated:  Nov'ember  18,  2008. 

Dawn  R.  Roberts, 

Management  Analyst. 

[FR  Doc.  E8-27730  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[ER-FRL-8587-7] 

Environmental  Impact  Statements; 
Notice  of  Availability 

Responsible  Agency:  Office  of  Federal 
Activities,  General  Information  (202) 
564-1399  or  http://www.epa.gov/ 
com  pliance/nepa/. 

Weekly  receipt  of  Environmental  Impact 
Statements 

Filed  11/10/2008  Through  11/14/2008 
Pursuant  to  40  CFR  1506.9. 

EIS  No.  20080464,  Draft  Supplement, 
AFS,  MN,  Echo  Trail  Area  Forest 
Management  Project,  Updated 
Information  to  Further  Address  Water 
Quality  and  Watershed  Health, 
Superior  National  Forest,  Lacroix 
Ranger  District  and  Kawishiwi  Ranger 
District,  St.  Louis  and  Lake  Counties, 
MN,  Comment  Period  Ends:  01/05/ 
2009,  Contact:  Carol  Booth,  218-666- 
0020. 

EIS  No.  20080465,  Final  EIS,  AFS,  WY, 
Battle  Park  Cattle  and  Horse  (C&H) 
and  Mistymoon  Sheep  and  Goat  (S&G) 
Allotment  Project,  Proposes  to 
Continue  Livestock  Grazing  on  both 
Allotments.  Powder  River  District 
Ranger,  Bighorn  National  Forest, 
Bighorn  County,  WY,  Wait  Period 
Ends:  12/22/2008,  Contact:  Mark 
Booth  307-684-7806. 

EIS  No.  20080466,  Final  EIS,  USN,  00, 
Introduction  of  the  P-8A  MMA  into 
the  U.S.  Navy  Fleet,  To  Provide 
Facilities  and  Functions  that  Support 
the  Homebasing  of  12  P-8A  Multi- 
Mission  Maritime  Aircraft  (MMA) 
Fleet  Squardrons  (72  Aircraft)  and  one 
Fleet  Replacement  Squadron  (FRS), 
which  include  the  Following 
Installations:  Naval  Air  Station 
Jacksonville,  FL;  Naval  Air  Station 
Whidbey  Island,  WA;  Naval  Air 
Station  North  Island,  CA;  Marine 
Corps  Base,  HI  and  Kaneohe  Bay,  HI, 
Wait  Period  Ends:  12/22/2008, 
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Contact:  Chris  Harding,  757-322- 
4741. 

EIS  No.  20080467,  Final  FIS,  AFS,  WA, 
The  Summit  at  Snoqualmie  Master 
Development  Plan  (MPD),  Proposal  to 
Ensure  Long-Term  Economic 
Viability,  Mt.  Baker-Snoqualmie/ 
Okanogan-Wenatchee  National 
Forests,  King  and  Kittitas  Counties, 
WA,  Wait  Period  Ends:  12/22/2008, 
Contact:  Curtis  Spalding,  425-783- 
6033. 

FIS  No.  20080468,  Revised  Draft  FIS, 
BIM,  NV,  Emigrant  Mine  Project, 
Proposed  Open  Pit  Gold  Mine,  Plan- 
of-Operation,  South  of  Carlin  in  Elko 
County,  NV,  Comment  Period  Ends: 
01/07/2009,  Contact:  Tom  Schmidt 
775-753-0200. 

FIS  No.  20080469,  Draft  FIS,  FHW,  HI, 
Honolulu  High-Capacity  Transit 
Corridor  Project,  Provide  High- 
Capacity  Tremsit  Service  on  O’ahu 
from  Kapolei  to  the  University  of 
Hawaii  at  Manoa  and  Waikiki,  City 
and  County  of  Honolulu,  O’ahu, 
Hawaii,  Comment  Period  Ends:  01/07/ 
2009,  Contact:  Ted  Matley,  415-744- 
3133. 

FIS  No.  20080470,  Final  FIS,  FHW,  VT, 
Middlebury  Spur  Project, 
Improvements  to  the  Freight 
Transportation  System  in  the  Town  of 
Middlebury  in  Addison  County  to  the 
Town  of  Pittsford  in  Rutland  County, 
VT,  Wait  Period  Ends:  12/23/2008, 
Contact:  Kenneth  Sikora,  Jr.,  802- 
828-4573. 

FIS  No.  20080471,  Final  FIS,  AFS,  SD, 
South  Project  Area,  Proposes  Multiple 
Resource  Management  Actions, 
Selected  Alternative  3,  Hell  Canyon 
Ranger  District,  Black  Hills  National 
Forest,  Custer  County,  SD,  Wait 
Period  Ends:  12/22/2008,  Contact: 
Betsy  Koncerak  605-673-4853. 

FIS  No.  20080472,  Final  FIS,  FRC,  PA, 
Holtwood  Hydroelectric  Project 
(Docket  No.  P-1881-050)  Application 
for  an  Amendment  License  to  Increase 
the  Installed  Capacity,  Susquehanna 
River,  Lancaster  and  York  Counties, 
PA,  Wait  Period  Ends:  12/22/2008, 
Contact:  Blake  Condo,  202-502-8914. 

FIS  No.  20080473,  Final  FIS,  USN,  FL, 
Mayport  Naval  Station  Project, 
Proposed  Homeporting  of  Additional 
Surface  Ships,  Several  Permits, 
Mayport,  FL,  Wait  Period  Ends:  12/ 
22/2008,  Contact:  Royce  Kemp,  904- 
542-6899. 

Amended  Notices 

FIS  No.  20080353,  Draft  Supplement, 
AFS,  00,  Gypsy  Moth  Management  in 
the  United  States:  A  Cooperative 
Approach,  Proposing  New  Treatments 
that  were  not  Available  when  the 
1995  EIS  was  written,  US,  Comment 


Period  Ends:  12/18/2008,  Contact: 
William  Oldland,  304-285-1585. 
Revision  to  FR  Notice  Published  09/ 
19/2008:  Extending  Comment  Period 
from  11/17/2008  to  12/18/2008. 

FIS  No.  20080396,  Draft  FIS,  AFS,  MT, 
Ashland  Ranger  District  Travel 
Management  Project,  Proposing  to 
Designate  Routes  for  Public  Motorized 
Use,  Ashland  Ranger  District,  Custer 
National  Forest,  Rosebud  and  Power 
River  Counties,  MT,  Comment  Period 
Ends:  12/02/2008,  Contact:  Doug 
Epperly,  406-657-6205  Ext.  225. 
Revision  to  FR  Notice  Published  10/ 
03/2008:  Extending  Comment  Period 
from  11/17/2008  to  12/02/2008. 

Dated:  November  18,  2008. 

Robert  W.  Hargrove, 

Director,  NEPA  Compliance  Division,  Office 
of  Federal  Activities. 

(FR  Doc.  E8-27729  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-8392-2] 

TSCA  Inventory  Reset  and  Inorganic 
High  Production  Volume  Challenge 
Programs;  Notice  of  Public  Meeting 

agency:  Environmental  Protection 
Agency  (EPA). 
action:  Notice. 

SUMMARY:  EPA  is  convening  a  public 
meeting  to  engage  interested 
stakeholders  in  a  public  dialogue  about 
the  development  of  two  enhancements 
to  the  Agency’s  Chemical  Assessment 
and  Management  Program  (ChAMP): 

The  Toxic  Substances  Control  Act 
(TSCA)  Chemical  Substance  Inventory 
Reset  (Inventory  Reset)  and  the 
Inorganic  High  Production  Volume 
(IHPV)  Challenge  programs. 

DATES:  The  meeting  will  be  held  on 
December  8,  2008,  from  1  p.m.  to  4  p.m. 

You  may  register  for  the  meeting  on 
or  before  December  3,  2008.  See  Unit  III. 
for  additional  registration  information. 

To  request  accommodation  of  a 
disability,  please  contact  any  of  the 
persons  listed  under  FOR  FURTHER 
INFORMATON  CONTACT,  preferably  at  least 
10  days  prior  to  the  meeting,  to  give 
EPA  as  much  time  as  possible  to  process 
your  request. 

Comments  may  be  submitted  at  the 
public  meeting  or  directly  to 
regulations.gov  identified  by  docket  ID 
number  EPA-HQ-OPPT-2008-0785  for 
the  Inventory  Reset  Program  and  EPA- 
HQ-OPPT-2008-0807  for  the  IHPV 
Cliallenge  Program  until  January  23, 
2008. 


ADDRESSES:  The  meeting  will  be  held  at 
the  Environmental  Protection  Agency, 
2777  Crystal  Dr.  (One  Potomac  Yard), 
Rm.  S1204,  Arlington,  VA  22202. 

Requests  to  make  oral  comments, 
identified  by  docket  identification  (ID) 
number  EPA-HQ-OPPT-2008-0785  for 
the  Inventory  Reset  Program  and  EPA- 
HQ-OPPT-2008-0807  for  the  IHPV 
Challenge  Program,  may  be  submitted  to 
the  technical  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

Submit  your  written  comm.ents, 
identified  by  docket  ID  number  EPA- 
HQ-OPPT-2008-0785  for  the  Inventory 
Reset  Program  and  EPA-HQ-OPPT- 
2008-0807  for  the  IHPV  Challenge 
Program,  by  one  of  the  following 
methods: 

•  Federal  eRuIemaking  Portal:  http:// 
www.reguIations.gov.  Follow  the  on-line 
instructions  for  submitting  comments. 

•  Mail:  Document  Control  Office 
(7407M),  Office  of  Pollution  Prevention 
and  Toxics  (OPPT),  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460- 
0001. 

•  Hand  Delivery:  OPPT  Document 
Control  Office  (DCO),  EPA  East  Bldg., 
Rm.  6428,  1201  Constitution  Ave.,  NW., 
Washington,  DC.  Attention:  Docket  ID 
Number  EPA-HQ-OPPT-2008-0785  for 
the  Inventory  Reset  Program  and  EPA- 
HQ-OPPT-2008-0807  for  the  IHPV 
Challenge  Program.  The  DCO  is  open 
from  8  a.m.  to  4  p.m.,  Monday  through 
Friday,  excluding  legal  holidays.  The 
telephone  number  for  the  DCO  is  (202) 
564-8930.  Such  deliveries  are  only 
accepted  during  the  DCO’s  normal 
hours  of  operation,  and  special 
arrangements  should  be  made  for 
deliveries  of  boxed  information. 

Instructions:  Direct  your  comments  to 
docket  ID  number  EPA-HQ-OPPT- 
2008-0785  for  the  Inventory  Reset 
Program  and  EPA-HQ-OPPT-2008- 
0807  for  the  IHPV  Challenge  Program. 
EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  docket 
without  change  and  may  be  made 
available  on-line  at  http:// 
www.regulations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  regulations.gov  or  e- 
mail.  The  regulations.gov  website  is  an 
“anonymous  access’’  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through 
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regulations.gov,  your  e-mail  address 
will  be  automatically  captured  and 
included  as  part  of  the  comment  that  is 
placed  in  the  docket  and  made  available 
on  the  Internet.  If  you  submit  an 
electronic  comment,  EPA  recommends 
that  you  include  your  name  and  other 
contact  information  in  the  body  of  your 
comment  and  with  any  disk  or  CD-ROM 
you  submit.  If  EPA  cannot  read  your 
comment  due  to  technical  difficulties 
and  cannot  contact  you  for  clarification, 
EPA  may  not  be  able  to  consider  your 
comment.  Electronic  files  should  avoid 
the  use  of  special  characters,  any  form 
of  encryption,  and  be  free  of  any  defects 
or  viruses.  For  additional  information 
about  EPA’s  public  docket,  visit  the  EPA 
Docket  Center  homepage  at  http:// 
www.epa.gov/epahome/dockets.htm. 

Docket:  EPA  has  established  two 
dockets  for  this  action  under  docket  ID 
numbers  EPA-HQ-OPPT-2008-0785 
for  the  Inventory  Reset  Program  and 
EPA-HQ-OPPT-2008-0807  for  the 
IHPV  Challenge  Program.  All 
documents  in  these  two  dockets  are 
listed  in  the  docket  index  available  at 
http://www.reguIations.gov.  Although 
listed  in  the  index,  some  information  is 
not  publicly  available,  e.g.,  CBI  or  other 
information  whose  disclosure  is 
restricted  by  statute.  Certain  other 
material,  such  as  copyrighted  material, 
will  be  publicly  available  only  in  hard 
copy.  Publicly  available  docket 
materials  are  available  electronically  at 
http://www.reguIations.gov,  or,  if  only 
available  in  hard  copy,  at  the  OPPT 
Docket.  The  OPPT  Docket  is  located  in 
the  EPA  Docket  Center  (EPA/DC)  at  Rm. 
3334,  EPA  West  Bldg.,  1301 
Constitution  Ave.,  NW.,  Washington, 

DC.  The  EPA/DC  Public  Reading  Room 
hours  of  operation  are  8:30  a.m.  to  4:30 
p.m.,  Monday  through  Friday,  excluding 
Federal  holidays.  The  telephone  number 
of  the  EPA/DC  Public  Reading  Room  is 
(202)  566-1744,  and  the  telephone 
number  for  the  OPPT  Docket  is  (202) 
566-0280.  Docket  visitors  are  required 
to  show  photographic  identification, 
pass  through  a  metal  detector,  and  sign 
the  EPA  visitor  log.  All  visitor  bags  are 
processed  through  an  X-ray  machine 
and  subject  to  search.  Visitors  will  be 
provided  an  EPA/DC  badge  that  must  be 
visible  at  all  times  in  the  building  and 
returned  upon  departure. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

general  information  contact:  Colby 
Lintner,  Office  of  Pollution  Prevention 
and  Toxics,  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460-0001;  telephone 
number:  (202)  554-1404;  e-mail  address: 
TSCA-Hotline@epa.gov. 


For  technical  information  on  the 
Inventory  Reset  Program  contact: 
Kenneth  Moss,  Chemical  Control 
Division  (7405M),  Office  of  Pollution 
Prevention  and  Toxics,  Environmental 
Protection  Agency,  1200  Pennsylvania 
Ave.,  NW.,  Washington,  DC  20460- 
0001;  telephone  number:  (202)  564- 
9232;  e-mail  address: 
moss.kenneth@epa.gov. 

For  technical  information  on  the  IHPV 
Challenge  Program  contact:  Louis 
Scarano,  Risk  Assessment  Division 
(7403M),  Office  of  Pollution  Prevention 
and  Toxics,  Environmental  Protection 
Agency,  1200  Pennsylvania  Ave.,  NW., 
Washington,  DC  20460-0001;  telephone 
number;  (617)  918-8318;  e-mail  address: 
scarano.Iouis@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  General  Information 

A.  Does  this  Action  Apply  to  Me? 

This  action  is  directed  to  the  public 
in  general.  This  action  may,  however,  be 
of  particular  interest  to  those  persons 
who  manufacture  (including  import)  or 
process  chemical  substances  that  are 
subject  to  TSCA.  Potentially  affected 
entities  may  include,  but  are  not  limited 
to: 

Manufacturers,  importers,  and 
processors  of  chemical  substances  or 
mixtures  (NAICS  codes  325  and  324110; 
e.g.,  chemical  manufacturing  and 
processing  and  petroleum  refineries). 

This  listing  is  not  intended  to  be 
exhaustive,  but  rather  provides  a  guide 
for  readers  regarding  entities  likely  to  be 
affected  by  this  action.  Other  types  of 
entities  not  listed  in  this  unit  could  also 
be  affected.  The  North  American 
Industrial  Classification  System 
(NAICS)  codes  have  been  provided  to 
assist  you  and  others  in  determining 
whether  this  action  might  apply  to 
certain  entities.  If  you  have  any 
questions  regarding  the  applicability  of 
this  action  to  a  particular  entity,  consult 
the  technical  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

B.  What  Should  I  Consider  as  I  Prepare 
My  Comments  for  EPA? 

1.  Submitting  CBI.  Do  not  submit  this 
information  to  EPA  through 
regulations.gov  or  e-mail.  Clearly  mark 
the  part  or  all  of  the  information  that 
you  claim  to  be  CBI.  For  CBI 
information  in  a  disk  or  CD-ROM  that 
you  mail  to  EPA,  mark  the  outside  of  the 
disk  or  CD-ROM  that  you  mail  to  EPA, 
mark  the  outside  of  the  disk  or  CD-ROM 
as  CBI  and  then  identify  electronically 
within  the  disk  or  CD-ROM  the  specific 
information  that  is  claimed  as  CBI.  In 
addition  to  one  complete  version  of  the 
comment  that  includes  information 


claimed  as  CBI.  a  copy  of  the  comment 
that  does  not  contain  the  information 
claimed  as  CBI  must  be  submitted  for 
inclusion  in  the  public  docket. 
Information  so  marked  will  not  be 
disclosed  except  in  accordance  with 
procedures  set  forth  in  40  CFR  part  2. 

2.  Tips  for  preparing  your  comments. 
When  submitting  comments,  remember 
to: 

i.  Identify  the  document  by  docket  ID 
number  and  other  identifying 
information  (subject  heading.  Federal 
Register  date  and  page  number). 

ii.  Follow  directions.  The  Agency  may 
ask  you  to  respond  to  specific  questions 
or  organize  comments  by  referencing  a 
section  number. 

iii.  Explain  why  you  agree  or  disagree: 
suggest  alternatives  and  substitute 
language  for  your  requested  changes. 

iv.  Describe  any  assumptions  and 
provide  any  technical  information  and/ 
or  data  that  you  used. 

V.  If  you  estimate  potential  costs  or 
burdens,  explain  how  you  arrived  at 
your  estimate  in  sufficient  detail  to 
allow  for  it  to  be  reproduced. 

vi.  Provide  specific  examples  to 
illustrate  your  concerns  and  suggest 
alternatives. 

vii.  Explain  your  views  as  clearly  as 
possible,  avoiding  the  use  of  profanity 
or  personal  threats. 

viii.  Make  sure  to  submit  your 
comments  by  the  comment  period 
deadline  identified. 

II.  Background 

A.  What  is  ChAMP? 

ChAMP  (see  http://www.epa.gov/ 
champ]  is  EPA’s  new  Chemical 
Assessment  and  Management  Program. 
Under  ChAMP,  EPA  is  fulfilling  U.S. 
commitments  made  under  the  Security 
and  Prosperity  Partnership  of  North 
America  (SPP;  see  http://www.spp.gov). 
The  August  2007  SPP  Leaders’  Summit, 
held  in  Montebello,  Canada,  called  for 
cooperation  in  the  areas  of  chemicals 
regulation  and  information,  and 
outlined  commitments  made  on  behalf 
of  the  United  States,  Canada,  and 
Mexico  to  work  together  to  ensure  the 
safe  manufacture  and  use  of  industrial 
chemicals.  Among  other  things,  each 
country  is  sharing  scientific  information 
and  approaches  to  chemical  testing  and 
risk  management. 

Under  tbe  SPP  commitment  relating 
to  chemicals,  the  United  States 
committed  to  complete  screening-level 
hazard  and  risk  characterizations  and 
initiate  action,  as  appropriate,  on  more 
than  6,750  chemicals  produced  above 
25,000  pounds  per  year  by  2012.  The 
U.S.  commitment  to  complete 
assessments  and  initiate  needed  action 
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on  these  chemicals  will  apply  the 
results  of  EPA’s  work  on  high 
production  volume  (HPV)  chemicals 
(see  http://www.epa.gov/chemrtk/ 
index.htm)  and  extend  similar  efforts  to 
moderate  production  volume  (MPV) 
chemicals.  HPV  chemicals  are  produced 
in  or  imported  into  the  United  States  in 
quantities  of  1  million  pounds  or  more 
per  year  and  MPV  chemicals  are  those 
produced  in  or  imported  into  the  United 
States  in  quantities  between  25,000  and 
1  million  pounds  per  year. 

B.  ChAMP  Enhancements  Planned  by 
EPA 

On  September  24,  2008,  EPA  outlined 
progress  to  date  on  ChAMP 
commitments,  as  well  as  the 
Administrator’s  decisions  on  proposed 
program  enhancements  to  reset  the 
TSCA  Inventory  to  better  reflect  the 
chemical  substances  currently  being 
manufactured  or  processed  in  the 
United  States,  and  to  collect  health  and 
safety  information  on  IHPV  chemicals 
(see  http://www.epa.gov/champ/pubs/ 
JG.SDA.Speech.pdf).  These  decisions 
were  made  following  stakeholder 
discussions  on  these  proposals  that 
were  held  earlier  in  2008  and  reflect  the 
comments  and  input  received  from  a 
wide  range  of  stakeholders  during  those 
discussions.  See  http:/ /ww'w.epa.gov/ 
champ/pubs/ 

programs. htm^ enhancements  for  more 
information  on  these  discussions  and 
the  related  presentations  given  by  EPA 
on  these  topics. 

1.  Inventory  Reset  Program.  TSCA 
section  8(b)  requires  EPA  to  “compile, 
keep  current,  and  publish  a  list  of  each 
chemical  substance  which  is 
manufactured  or  processed  in  the 
United  States.”  The  basic  purpose  of 
this  list,  called  the  TSCA  Chemical 
Substance  Inventory  (or  TSCA 
Inventory)  is  to  define,  for  the  purpose 
of  TSCA,  what  chemical  substances 
presently  exist  in  U.S.  commerce. 
Substances  on  the  TSCA  Inventory  are 
considered  to  be  existing  chemical 
substances.  Substances  not  included  on 
the  TSCA  Inventory  are  considered  to  be 
new  chemical  substances  and  are 
subject  to  the  Premanufacture 
Notification  (PMN)  requirements  set 
forth  in  TSCA  section  5(a)(1). 

The  TSCA  Inventory  supports  EPA’s 
TSCA  regulatory  functions,  and  as  such, 
it  must  accurately  identify  those 
chemical  substances  that  exist  in 
commerce  in  the  United  States. 
Companie^lso  must  be  certain  that  the 
chemical  substances  they  manufacture 
or  import  are  on  the  TSCA  Inventory  so 
that  they  are  in  full  compliance  with 
TSCA  reporting  emd  inventory  listing 
requirements.  There  are  currently  more 


than  83,000  chemical  substances  on  the 
TSCA  Inventory.  EPA  is  developing  an 
Inventory  Reset  Program  as  a  vehicle  to 
keep  the  TSCA  Inventory  current  as 
instructed  under  TSCA  section  8(b)  by 
removing  chemical  substances  no  longer 
being  manufactured  or  imported.  EPA 
anticipates  a  program  that  would  invite 
companies  to  certify  that  they  have 
manufactured  or  imported  specific 
chemical  substances  within  an 
appropriate  timeframe  followed  by  an 
opportunity  for  public  comment  on  an 
updated  TSCA  Inventory  before 
completing  the  reset. 

2.  IHPV  Challenge  Program.  EPA  is 
committed  to  developing  a  program  to 
characterize  the  toxicity,  environmental 
fate,  and  physicochemical  properties  of 
IHPV  chemicals.  Inorganic  chemical 
substances  are  defined  according  to  the 
TSCA  Inventory  Update  Rule  (lUR)  as 
chemical  substances  that  do  not  contain 
carbon  or  contain  carbon  only  in  the 
form  of  carbonato  [=C03],  cyano  t-CN], 
cyanato  [-OCN],  isocyano  [-NC],  or 
isocyanato  [-NCO]  groups,  or  the 
chalcogen  analogues  of  such  groups.  See 
40  CFR  710.46(b)(3).  Such  chemicals 
substances  include  metals,  ammonia, 
minerals,  and  inorganic  acids. 

The  Agency  intends  to  begin  a 
phased,  multi-year  approach  to  develop 
and  implement  a  program  for  IHPV 
chemicals  similar  to  that  of  the  Agency’s 
HPV  Challenge  Program  (see  http:// 
www.epa.gov/chemrtk/index.htm).  This 
would  allow  for  additional  stakeholder 
engagement  on  approaches,  as  well  as 
an  opportunity  to  fully  utilize  the  work 
currently  underway  in  the  European 
Union  and  Canada.  The  IHPV  Challenge 
Program  would  entail  industry 
“sponsorship”  and  commitment  to 
gather  and  evaluate  available  data  and 
to  develop  an  HPV  dossier  that 
describes  data  gaps  and  proposes  a  test 
plan  to  fill  those  gaps.  Currently,  EPA 
anticipates  combining  the  sponsorship 
approach  with  a  vigorous  use,  as 
needed,  of  test  rules  under  TSCA 
section  4  for  unsponsored  chemicals  or 
where  timely  and  complete  action  by 
the  sponsors  does  not  occur.  After 
collection  of  the  information,  EPA 
would  apply  a  ChAMP  assessment 
approach  (i.e.,  screening-level  hazard 
and  risk  characterizations)  to  these 
chemicals  which  would  be  followed  by 
an  assessment  process  for  MPV 
inorganic  chemicals. 

C.  Why  is  EPA  Convening  a  Public 
Meeting? 

The  Agency  will  describe  its  proposed 
approach  to  both  the  Inventory  Reset 
Program  and  the  IHPV  Challenge 
Program  at  the  December  8,  2008,  public 
meeting  and  encourages  constructive 


feedback  during  that  meeting  to  ensure 
the  program’s  success.  The  December  8, 
2008,  public  meeting  is  an  important 
part  of  what  is  envisioned  as  a 
collaborative  development  process  for 
the  IHPV  Challenge  and  Inventory  Reset 
programs.  As  such,  the  public  meeting 
is  intended  to  further  discussion  on 
these  programs  and  identify  additional 
details  and/or  issues  for  further 
consideration.  At  the  public  meeting, 
the  Agency  will  describe  its  proposed 
approach  to  the  IHPV  Challenge 
Program  and  the  options  and 
alternatives  EPA  is  considering  for 
“resetting”  the  TSCA  Inventory.  To 
inform  the  discussions  at  the  meeting, 
EPA  is  developing  a  background 
document  on  the  IHPV  Challenge 
Program,  including  websites  and 
descriptions  of  related  international 
efforts,  and  a  background  document  on 
the  Inventory  Reset  Program.  The 
Agency  intends  to  post  these  documents 
on  the  ChAMP  website  {http:// 
www.epa.gov/champ)  the  week  of 
November  24,  2008.  In  addition,  the 
IHPV  document  will  be  available  in  the 
Docket  at  EPA-HQ-OPPT-2008-0807 
and  the  Inventory  Reset  Document  at 
EPA-HQ-OPPT-2008-0785.  EPA 
encourages  the  public  to  review  these 
background  documents  before  the 
meeting  and  to  participate  in  the 
discussion  and  provide  feedback  at  the 
meeting.  EPA  is  soliciting  public 
comment  on  all  aspects  of  both 
programs. 

In  addition  to  participating  in  the 
discussion  at  the  public  meeting,  you 
may  submit  additional  comments  at  the 
public  meeting  or  directly  to  the  docket 
until  January  23,  2008.  EPA  will 
consider  the  discussion  at  the  public 
meeting  and  all  comments  received, 
along  with  other  relevant  information, 
to  further  inform  the  Agency’s 
development  and  implementation  of 
these  programs. 

III.  How  Can  I  Request  to  Participate  in 
this  Meeting? 

You  may  submit  a  request  to 
participate  in  this  meeting,  for  both  or 
one  of  the  two  programs  described  in 
this  notice,  to  the  respective  technical 
persons  listed  under  FOR  FURTHER 
INFORMATION  CONTACT.  Do  not  submit 
any  information  in  your  request  that  is 
considered  CBI.  Requests  to  participate 
in  the  meeting,  should  be  identified  by 
docket  ID  numbers  EPA-HQ-OPPT- 
2008-0785  for  the  Inventory  Reset 
Program  and  EPA-HQ-OPPT-2008- 
0807  for  the  IHPV  Challenge  Program, 
must  be  received  on  or  before  December 
3,  2008.  Such  requests  will  assist  in 
planning  the  agenda  for  the  meeting  to 
ensure  that  there  is  adequate  time  on  the 
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agenda  for  those  wishing  to  speak  at  the 
meeting,  as  well  as  to  ensure  that  there 
is  adequate  seating  for  everyone.  Please 
note,  however,  that  members  of  the 
public  may  attend  without  prior 
registration. 

List  of  Subjects 

Environmental  protection,  Chemicals, 
High  production  volume  chemicals, 
Inorganic  chemicals.  Reporting  and 
recordkeeping  requirements,  TSCA 
Inventory,  TSCA  Inventory  Reset. 

Dated:  November  17,  2008. 

Charles  M.  Auer, 

Director,  Office  of  Pollution  Prevention  and 
Toxics. 

[FR  Doc.  E8-27765  Filed  11-20-08;  8:45  am] 
BILLING  CODE  6560-50-S 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-8742-5] 

Renewable  Fuel  Standard  for  2009, 
Issued  Pursuant  to  Section  211(o)  of 
the  Clean  Air  Act 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice. 

SUMMARY:  Section  211(o)  of  the  Clean 
Air  Act  (CAA  or  the  Act)  requires  the 
Administrator  of  the  Environmental 
Protection  Agency  (EPA)  to  annually 
determine  a  renewable  fuel  standard 
(RES)  which  is  applicable  to  refiners, 
importers  and  certain  blenders  of 
gasoline,  and  publish  the  standard  in 
the  Federal  Register.  On  the  basis  of 
this  standard,  each  obligated  party 
determines  the  volume  of  renewable 
fuel  that  It  must  ensure  is  consumed  as 
motor  vehicle  fuel.  This  standard  is 
calculated  as  a  percentage,  by  dividing 
the  amount  of  renewable  fuel  that  the 
Act  requires  to  be  used  in  a  given  year 
by  the  amount  of  gasoline  expected  to 
be  used  during  that  year,  including 
certain  adjustments  specified  by  the 
Act.  In  this  notice  we  are  publishing  an 
RFS  of  10.21%  for  2009.  This  standard 
is  intended  to  lead  to  the  use  of  11.1 
billion  gallons  of  renewable  fuel  in 
2009,  as  required  by  the  Energy 
Independence  and  Security  Act  of  2007 
(EISA).  As  discussed  below,  we  expect 
the  11.1  billion  gallons  of  renewable 
fuel  required  in  2009  to  include 
approximately  0.5  billion  gallons  of 
biodiesel  and  renewable  diesel. 

FOR  FURTHER  INFORMATION  CONTACT: 
Chris  McKenna,  Environmental 
Protection  Agency,  MC  6406),  1200 
Pennsylvania  Ave.,  NW.,  Washington, 


DC  20460;  telephone  number:  202-343- 
9037;  fax  number:  202-343-2801;  e-mail 
address:  inckenna.chris@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Energy  Policy  Act  of  2005 
(EPAct)  established  a  new  section  211(o) 
of  the  Clean  Air  Act,  creating  the 
Renewable  Fuel  Standard  (IlFS) 
program.  This  program  was 
implemented  through  rulemakings 
promulgated  on  May  1,  2007  (72  FR 
23900)  and  October  2,  2008  (73  FR 
57248).  The  regulatory  program  began 
on  September  1,  2007. 

On  December  19,  2007,  President 
Bush  signed  into  law  the  Energy 
Independence  and  Security  Act  of  2007 
(EISA),  which  amended  Clean  Air  Act 
section  211(o)  governing  the  RFS 
program.  Some  of  the  major  changes 
enacted  include: 

(1)  Expansion  of  the  applicable 
volumes  of  renewable  fuel. 

(2)  Separation  of  the  renewable  fuel 
volume  requirements  into  four 
categories:  cellulosic  biofuel,  biomass'- 
based  diesel,  advanced  biofuel,  and  total 
renewable  fuel. 

(3)  Changes  to  the  definition  of 
renewable  fuels  and  criteria  (e.g.  life 
cycle  greenhouse  gas  (GHG)  emission 
performance)  for  determining  which  if 
any  of  the  four  renewable  fuel  categories 
a  given  renewable  fuel  is  eligible  to 
meet. 

(4)  Expansion  of  the  fuel  pool  subject 
to  the  standards  to  include  diesel  and 
certain  nonroad  fuels  and  expansion  of 
the  obligated  parties  to  include  refiners, 
certain  blenders,  and  importers  of  those 
fuels. 

(5)  Inclusion  of  specific  types  of 
waivers  and  EPA-generated  credits  for 
cellulosic  biofuel. 

EPA  is  developing  a  Notice  of 
Proposed  Rulemaking  that  will  describe 
our  proposed  approach  to  all  these 
changes  to  the  RFS  program  (hereafter 
referred  to  as  the  “RFS2”  program). 

With  very  few  exceptions,  the  new  EISA 
requirements  are  not  effective  until  such 
time  as  EPA  issues  final  regulations  to 
implement  them.  Therefore,  until  the 
RFS2  rulemaking  is  finalized  and 
implemented,  the  changes  required  by 
EISA  will  generally  not  be  applicable, 
and  the  current  RFS  regulations 
(hereafter  referred  to  as  the  “RFSl” 
regulations)  will  continue  to  apply. 
Therefore,  for  the  2009  compliance 
period  regulated  parties  will  continue  to 
be  subject  to  the  existing  RFSl 
regulations  at  40  CFR  part  80,  Subpart 
K. 

Under  the  RFSl  program  the  annual 
standard  that  is  applicable  to  obligated 
parties  is  determined  by  a  formula 


specified  in  the  regulations.  The 
formula  uses  gasoline  volume 
projections  from  the  Energy  Information 
Administration  (ElA)  and  the  required 
volume  of  renewable  fuel  provided  in 
Clean  Air  Act  section  211(o)(2)(B).  Since 
^ISA  modified  the  required  volumes  in 
this  section  of  the  Clean  Air  Act,  the 
new  statutory  renewable  fuel  volume 
must  be  used  under  the  RFSl 
regulations  to  generate  the  standard  for 
2009.  Therefore,  we  are  using  the  new 
total  renewable  fuel  volume  of  11.1 
billion  gallons  as  the  basis  for  the  2009 
standard,  and  not  the  6.1  billion  gallons 
that  was  required  by  EPAct. 

Furthermore,  the  RFS  program  in  2009 
will  continue  to  be  applicable  to 
producers  and  importers  of  gasoline 
only. 

While  this  approach  ensures  that  the 
total  renewable  fuel  volume  required  by 
EISA  for  2009  will  be  used,  the  RFSl 
regulatory  structure  does  not  provide  a 
mechanism  for  implementing  the  EISA 
requirement  for  use  of  0.5  billion 
gallons  of  biomass-based  diesel.  In  our 
forthcoming  Notice  of  Proposed 
Rulemaking  for  the  RFS2  program,  we 
currently  intend  to  propose  options  to 
address  this  issue.  The  primary 
approach  for  proposal  that  we  have 
identified  to  date  would  be  to  increase 
the  2010  biomass-based  diesel 
requirement  by  0.5  billion  gallons  and 
allow  2009  biodiesel  and  renewable 
diesel  RINs  to  be  used  to  meet  this 
combined  2009/2010  requirement.  Such 
an  approach  to  biomass-based  diesel 
would  provide  a  similar  incentive  for 
biomass-based  diesel  use  in  2009  as 
would  have  occurred  had  we  been  able 
.  to  implement  the  standard  for  2009. 
While  obligated  parties  would  not  need 
to  demonstrate  compliance  with  the 
combined  2009/2010  biomass-based 
diesel  standard  until  the  end  of  the  2010 
compliance  period  under  this  approach, 
it  would  behoove  them  to  acquire  the 
necessary  RINs  representing  biodiesel 
and  renewable  diesel  in  2009  in 
preparation  for  their  2010  compliance 
demonstration.  As  a  result,  we  expect 
the  11.1  billion  gallons  of  renewable 
fuel  required  in  2009  to  include 
approximately  0.5  billion  gallons  of 
biodiesel  and  renewable  diesel. 
Obligated  parties  that  delayed  their 
efforts  to  acquire  these  RINs  until  2010 
could  find  that  they  would  be  unable  to 
acquire  a  sufficient  number  for 
compliance  purposes. 

EISA  also  includes  a  self- 
implementing  provision  regarding  the 
life  cycle  GHG  performance  of 
renewable  fuel  that  is  produced  after 
EISA  enactment,  but  prior  to  EPA 
issuance  of  implementing  regulations. 
EISA  section  210(a)(1)  states  that,  “[fjor 
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calendar  year  2008,  transportation  fuel 
sold  or  introduced  into  commerce  in  the 
United  States  (except  in  noncontiguous 
States  or  territories),  that  is  produced 
from  facilities  that  commence 
construction  after  the  date  of  enactment 
of  this  Act  shall  be  treated  as  renewable 
fuel  within  the  meaning  of  section 
21  l(o)  of  the  Clean  Air  Act  only  if  it 
achieves  at  least  a  20  percent  reduction 
in  life  cycle  greenhouse  gas  emissions 
compared  to  baseline  life  cycle 
greenhouse  gas  emissions.”  EISA  further 
provides  that  for  2008  and  2009,  any 
ethanol  plant  that  is  fired  with  natural 
gas.  biomass  or  any  combination  thereof 
is  deemed  to  be  in  compliance  with  the 
20  percent  life  cycle  GHG  reduction 
requirement.  Based  on  the  text  of  this 
section,  which  is  not  an  amendment  to 
section  211(o)  of  the  CAA  and  is  not 
covered  by  the  rulemaking  provision  in 
EISA  section  202(a)(1)  (amending 
section  211(o)(2)(A)(i)),  EPA  stated  in 
the  context  of  its  Notice  of  the  2008  RFS 
that  these  requirements  are  self- 
implementing,  and  therefore  effective 
prior  to  issuance  of  the  RFS2 
regulations.  The  statute  clearly  provides 


that  “in  2008”  fuel  from  a  facility  that 
commenced  construction  after 
enactment  of  EISA,  and  which  is  not 
fired  with  natural  gas,  biomass  or  a 
combination  thereof,  must  meet  the 
20%  GHG  reduction  requirement,  even 
in  the  absence  of  a  final  RFS2 
rulemaking.  The  statute  is  less  clear 
regarding  the  situation  in  2009,  prior  to 
EPA  issuance  of  final  RFS2  rules.  EPA 
is  not  interpreting  this  provision  at  this 
time,  because  EPA  believes  there  will  be 
no  fuel  sold  in  2009  from  a  facility  that 
w  as  constructed  after  EISA  enactment, 
and  which  is  not  fired  with  natural  gas, 
biomass  or  a  combination  thereof.  If 
EPA  learns  of  such  fuel  being  sold,  we 
will  interpret  the  above-referenced 
statutory  provisions  at  that  time. 

II.  Calculation  of  the  2009  RFS 

A.  Formula 

In  today’s  notice  we  are  using  the 
calculational  procedure  set  forth  in  the 
final  rulemaking  for  the  Renewable  Fuel 
Standard  Program  at  40  GFR  part  80 
Section  1105.  The  formula  includes  a 
variable  representing  the  volume  of 
renewable  fuel  required  by  CAA  section 


RFStd^  =100x 


RFV,-Cell, 

{G,-R^)  +  {GS,-RS,)-GE, 


Where: 

RFStd,  =  Renewable  Fuel  Standard  in  year  i, 
in  percent 

RFV',  =  Annual  volume  of  renewable  fuels 
required  by  section  211(o)(2)(B)  of  the 
Act  for  year  i,  in  gallons 

G,  =  Amount  of  gasoline  projected  to  be  used 
in  the  48  contiguous  states,  in  year  i.  in 
gallons 

R,  =  Amount  of  renewable  fuel  blended  into 
gasoline  that  is  projected  to  be  consumed 
in  the  48  contiguous  states,  in  year  i.  in 
gallons 

GS,  =  Amount  of  gasoline  projected  to  be 
used  in  Alaska,  Hawaii,  or  a  U.S. 
territory  in  year  i  if  the  state  or  territory 
opts-in,  in  gallons 

RS,  =  Amount  of  renewable  fuel  blended  into 
ga.soline  that  is  projected  to  be  consumed 
in  Alaska.  Hawaii,  or  a  U.S.  territory  in 
year  i  if  the  state  or  territory  opts-in,  in 
gallons 

GE,  =  Amount  of  gasoline  projected  to  be 

produced  by  exempt  small  refineries  and 
small  refiners  in  year  i.  in  gallons 
(through  2010  only  unless  exemption 
extended  under  §§211(o)(9)(A)(ii)  or  (B)) 

Cell,  =  Beginning  in  2013,  the  amount  of 
renewable  fuel  that  is  required  to  come 
from  cellulosic  sources,  in  year  i,  in 
gallons  (250,000,000  gallons  minimum) 

B.  Data  Sources  for  2009  RFS 

Calculation 

The  following  discussion  describes 

the  sources  of  data  for  the  variables  in 


the  above  equation.  For  ease  of 
calculation,  this  discussion  regroups  the 
terms  (G,  -  R,)  -i-  (GSj  -  RS,)  in  the 
denominator  of  the  above  equation  into 
the  terms  (G,  +  GSj)  -  (R,  +  RS,). 

Calculation  of  (RFV, -Cell,),  Total 
Amount  of  Renewable  Fuels  From  Non- 
Cellulosic  Sourc:es  That  Must  Be 
Blended  Into  Gasoline  in  2009 

•  The  EISA  amended  CAA  section 
211(o)  to  require  11.1  billion  gallons  of 
renewable  fuels  to  be  blended  into 
gasoline  in  2009.  The  amount  of 
renewable  fuel  required  to  be  produced 
from  cellulosic  sources  in  2009  (Cell,)  is 
zero.  Thus  the  total  amount  of 
renewable  fuels  that  must  be  blended 
into  gasoline  in  2009  is  11.1  billion 
gallons. 

Calculation  of  (G,  -t-  GS,),  Total  Amount 
of  Gasoline  Projected  To  Be  Used  in  the 
48  Contiguous  States  Plus  Opl-In  States/ 
Territories,  in  Year  i,  in  Gallons 

CAA  section  211(o)  requires  the 
Administrator  of  the  El  A  by  October  31 
of  each  year  to  provide  EPA  with  an 
estimate  of  the  volumes  of  gasoline 
projected  to  be  sold  or  introduced  into 
commerce  in  the  United  States  for  the 
following  year.  During  the  development 
of  the  RFSl  Program,  EIA  informed  EPA 


211(o),  and  EPA  is  today  using  that 
formula  with  the  renewable  fuel  volume 
for  2009  required  by  the  EISA 
amendments  to  CAA  section  211(o)  to 
calculate  the  RFS  for  2009.  Since  the 
RFSl  rule  established  clear  legal  criteria 
for  deriving  the  standard  (including 
specification  of  the  formula  used  in 
today’s  notice,  and  all  data  sources), 

EPA  is  simply  applying  facts  to  pre- 
established  law  in  issuing  the  2009  RFS. 
EPA  is  advising  the  regulated 
community  of  the  standard  through  this 
Federal  Register  Notice,  without  prior 
notice  and  comment,  in  accordance 
with  the  Clean  Air  Act  and  EPA 
regulations. 

The  2009  RFS  is  calculated  by 
dividing  the  volume  of  renewable  fuel 
required  by  CAA  section  211(o)  to  be 
blended  into  gasoline  in  2009,  by  the 
volume  of  gasoline  projected  by  the 
Energy  Information  Administration 
(EIA)  to  be  consumed  in  2009  (including 
certain  adjustments  specified  by  the 
Act).  The  following  equation  from  the 
final  RFSl  regulations  summarizes  all  of 
the  variables  that  must  be  considered  in 
the  calculation. 


that  the  projected  gasoline  consumption 
in  “Table  4a;  U.S.  Petroleum  Supply, 
Consumption,  and  Inventories” 
(formerly  “Table  5a.  U.S.  Petroleum 
Supply  and  Demand:  Base  Case”)  of  the 
October  issue  of  the  monthly  Short- 
Term  Energy  Outlook  (STEO)  should  be 
used  to  calculate  the  RFS  for  the  coming 
year.  The  October  2008  STEO  projects 
that  an  average  of  9.05  million  barrels/ 
day  (or  380.1  million  gallons/day)  of 
gasoline  wdll  be  consumed  in  all  of  the 
United  States  in  2009.  Multiplying  this 
average  consumption  rate  by  365  days 
produces  a  total  consumption  of  138.74 
billion  gallons  of  gasoline  in  2009. 

Only  one  non-contiguous  state  or 
territory  has  petitioned  EPA  to  opt  into 
the  RFS  Program  beginning  in  2008. 
Hawaii  petitioned  EPA  on  June  22, 

2007,  to  opt  into  the  RFS  program,  and 
EPA  approved  their  request.'  Thus, 
Alaska  is  the  only  one  of  the  50  states 
that  is  not  included  in  the  RFS  Program. 

In  order  to  calculate  gasoline 
consumption  in  the  48  contiguous  states 
plus  Haw'aii,  we  subtracted  Alaska’s 
projected  gasoline  consumption  from 
the  projected  nationwide  gasoline 


'  Letter  to  tlie  Honorable  Linda  Lingie,  Governor 
t)f  Hawaii,  from  Ste|jhon  Johnson  of  EPA  dated  July 
30.  2007. 
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consumption  of  138.74  billion  gallons. 
Alaska’s  projected  gasoline 
consumption  was  calculated  by 
multiplying  the  projected  nationwide  - 
gasoline  consumption  in  2009  by  the 
ratio  of  Alaska’s  gasoline  consumption 
in  2007  to  the  total  U.S.  consumption  in 
2007,  based  on  Table  45,  “Prime 
Supplier  Sales  Volumes  of  Motor 
Gasoline  by  Grade  Formulation,  PAD 
District,  and  State’’  gasoline  data  from 
EIA’s  Petroleum  Marketing  Annual  2007 
(the  final  rulemaking  used  data  from 
Petroleum  Marketing  Annual  2005). 
According  to  EIA,  Prime  Supplier  data 
reflects  where  gasoline  is  used,  rather 
than  where  it  is  produced.^  Alaska’s 
projected  gasoline  consumption  in  2009 
is  0.27  billion  gallons.  Subtracting  this 
consumption  from  the  projected 
nationwide  consumption  of  138.74 
billion  gallons  in  2009  produces  a  total 
consumption  of  138.47  billion  gallons  of 
gasoline  in  2009  in  the  48  contiguous 
states  plus  Hawaii. 

Calculation  of  (Rj  +  RSj),  Total  Amount 
of  Renewable  Fuel  Blended  Into 
Gasoline  That  Is  Projected  To  Be 
Consumed  in  the  48  Contiguous  States 
Plus  Opt-In  States/Territories,  in  Year  i, 
in  Gallons 

The  projected  gasoline  consumption 
in  the  October  2008  STEO  includes 


renewable  fuel  that  is  blended  into 
gasoline.  This  volume  of  renewable  fuel 
must  be  subtracted  from  the  total 
volume  of  gasoline  in  order  to  calculate 
the  total  consumption  of  non-renewable 
gasoline.  In  Table  8  of  the  October  2008 
STEO,  EIA  estimates  that  0.929 
quadrillion  Btu  of  ethanol  will  be  used 
as  transportation  fuel  in  all  of  the 
United  States  in  2009.  Dividing  this 
energy  usage  by  the  high  heating  value 
of  ethanol  (3.539  million  Btu/barrel), 
and  multiplying  by  42  gallons/barrel 
produces  a  total  projected  ethanol  usage 
of  11.03  billion  gallons  nationwide  in 
2009. 

Since  Hawaii  has  opted  in,  but  Alaska 
has  not  opted  in,  to  the  RFS  program  for 
2009,  Alaska’s  renewable  fuels 
consumption  must  be  subtracted  from 
the  nationwide  renewable  fuels 
consumption  to  calculate  renewable 
consumption  in  the  48  contiguous  states 
plus  Hawaii.  In  Chapter  2  of  the 
Regulatory  Impract  Analysis  for  the  RFSl 
program  rulemaking,  EPA  estimated  that 
ethanol  consumption  in  Alaska  would 
be  negligible  prior  to  2012. ^  Thus, 
calculated  projected  renewable  fuels 
consumption  in  the  48  contiguous  states 
plus  Hawaii  is  11.03  billion  gallons  in 
2009,  slightly  lower  than  the  RFS  for 
2009. 


Calculation  of  GEi,  Amount  of  Gasoline 
Projected  To  Be  Produced  by  Exempt 
Small  Refineries  and  Small  Refiners  in 
Year  i,  in  Gallons'* 

In  the  final  rulemaking  establishing 
the  RFSl  program  regulations,  we  stated 
that  we  would  estimate  the  combined 
small  refinery  and  small  refiner  gasoline 
volume  using  a  constant  percentage  of 
national  consumption.  Using 
information  from  gasoUne  batch  reports 
submitted  to  EPA,  EIA  data  and  input 
from  the  California  Air  Resources  Board 
regarding  California  small  refiners,  we 
estimated  this  percentage  to  be  13.5%.’’ 

Multiplying  the  projected  nationwide 
consumption  of  gasoline  in  2009  (138.74 
billion  gallons)  by  13.5%  results  in  a 
total  projected  production  of  18.73 
billion  gallons  of  gasoline  from  small 
refiners  and  small  refineries  in  2009. 

Calculation  of  RFStdj,  Renewable  Fuel 
Standard  in  Year  i,  in  Percent 

Substituting  all  of  the  terms 
calculated  above  into  the  equation  for 
RFStdi  results  in  the  following  RFS  for 
2009, 


RFStd,  =  lOOx 


_ lU _ 

138.47-11.03-18.73 


10.21% 


Therefore,  the  RFS  for  2009  is 
10.21%.  This  is  the  standard  referenced 
in  40  CFR  80.1105(b)  through  (d)  and 
which  obligated  parties  apply  to 
determine  their  renewable  volume 
obligation  under  40  CFR  80.1107. 

Dated;  November  14,  2008. 

Robert  J.  Meyers, 

Principal  Deputy  Assistant  Administrator, 
Office  of  Air  and  Radiation. 

[FR  Doc.  E8-27613  Filed  11-20-08;  8:45  am] 
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^  Energy  Information  Administration,  Petroleum 
Marketing  Annual  2007,  Explanatory  Notes, 
Relationship  of  Refiner  and  Prime  Supplier  .Sales 
Volumes”  (p.  393). 

^Table  2.2-21  "2012  Forecasted  Ethanol 
Consumption  by  State,”  Regulatory  Impact 


ACTION:  Notice  of  Public  Hearings 

SUMMARY:  The  Federal  Trade 
Commission  will  hold  a  series  of  public 
hearings  beginning  on  December  5, 

2008,  in  Washington,  D.C.,  to  explore 
the  evolving  market  for  intellectual 
property  (IP).  The  hearings  will  examine 
changes  in  intellectual  property  law, 
patent-related  business  models,  and 
new  learning  regarding  the  operation  of 
the  IP  marketplace  since  the  FTC  issued 
its  October  2003  report.  To  Promote 
Innovation:  The  Proper  Balance  of 
Competition  and  Patent  Law  and  Policy 
(the  FTC  IP  Report).’  Changes  and 
proposed  changes  in  the  law,  together 
with  evolving  business  models  for 
buying,  selling  and  licensing  IP,  could 
significantly  influence  a  patent’s 
economic  value  and  the  operation  of  the 
IP  marketplace.  The  hearings  will 


Analysis:  Renewable  Fuel  .Standard  Program,  April 
2007. 

■•Through  2010  only,  unless  the  exemption  is 
extended  under  211(o)(9)(A)(ii)  or  (B)  of  the  Act. 

^  “Calculation  of  the  Small  Refiner/Small 
Refinery  Fraction  for  the  Renewable  Fuel  Program,” 


consider  the  impact  of  these  changes  on 
innovation,  competition  and  consumer 
welfare. 

The  Commission  seeks  the  views  of 
the  legal,  academic,  and  business 
communities  on  the  issues  to  be 
explored  at  the  hearings.  This  notice 
poses  a  series  of  questions  relevant  to 
those  issues  on  which  the  Commission 
seeks  comment.  Each  hearing  will  be 
transcribed.  The  transcript  and  any 
written  comments  received  will  be 
placed  on  the  public  record. 

OATES:  The  first  hearing  will  be  held 
December  5,  2008,  in  the  Conference 
Center  of  the  FTC  office  building  at  601 
New  Jersey  Avenue,  N.W.,  Washington, 
D.C.  All  interested  parties  are  welcome 
to  attend.  An  agenda  for  that  hearing 
will  be  posted  on  the  FTC’s  website, 
www.ftc.gov.  The  Commission  may  hold 


memo  to  the  docket  from  Christine  Brunner,  ASD, 
OTAQ.  EPA,  September  2006. 

*  Federal  Trade  Commission,  To  Promote 
Innovation:  The  Proper  Balance  of  Competition 
and  Patent  Law  and  Policy  (October  2003), 
available  at  [http:/lwww.ftc.gov/os/2003/10/ 
innovationrpt.pdf)  (“IP  Report"). 
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subsequent  hearings  in  Washington. 

D.C.  and  other  locations.  Prior  to  each 
hearing,  the  Commission  will  publish 
an  agenda  on  its  website. 

ADDRESSES:  Any  interested  person  may 
submit  written  comments  responsive  to 
any  of  the  topics  identified  in  this 
Federal  Register  notice  or  in  any 
subsequent  announcement  related  to 
hearings  on  the  Evolving  IP 
Marketplace.  Respondents  are 
encouraged  to  provide  comments  as 
soon  as  possible,  but  no  later  than 
February  5,  2009.  The  FTC  will  only 
accept  comments  submitted  by  weblink 
or  in  hard  copy  format.  Information 
about  how  to  submit  comments  will  be 
posted  on  the  website  for  the  hearings, 
accessible  at  [http://www.ftc.guv/ftc/ 
workshops. shtm). 

The  FTC  Act  and  other  laws  the 
Commission  administers  permit  the 
collection  of  public  comments  to 
consider  and  use  in  this  proceeding  as 
appropriate.  The  Commission  will 
consider  all  timely  and  responsive 
public  comments  that  it  receives, 
whether  filed  in  paper  or  electronic 
form.  Comments  received  will  be 
available  to  the  public  on  the  FTC 
website,  to  the  extent  practicable,  at 
http://www.ftc.gov.  As  a  matter  of 
discretion,  the  FTC  makes  every  effort  to 
remove  home  contact  information  for 
individuals  from  the  public  comments  it 
receives  before  placing  those  comments 
on  the  FTC  website.  More  information, 
including  routine  uses  permitted  by  the 
Privacy  Act,  may  be  found  in  the  FTC’s 
privacy  policy,  at  [http://www.ftc.gov/ 
ftc/privacy.shtm.) 

FOR  FURTHER  INFORMATION  CONTACT: 

Erika  Meyers,  Office  of  Policy  and 
Coordination,  Bureau  of  Competition, 
601  New  Jersey  Avenue,  N.W., 
Washington,  D.C.  20580;  telephone  202- 
326-2076;  e-mail, 

IPMarketPIace@ftc.gov. 

SUPPLEMENTARY  INFORMATION: 

The  October  2003  FTC  IP  Report 

The  FTC  is  an  antitrust  enforcement 
agency,  but  it  also  has  a  mandate  to 
study  issues  related  to  competition 
policy.  In  2002,  the  agency  undertook  a 
study  of  the  patent  system  under  both 
of  these  roles  in  response  to  the 
increasing  significance  of  patents  in  the 
knowledge-based  economy  and  the  role 
of  dynamic,  innovation-based 
considerations  in  antitrust  analysis.  In 
support  of  the  study,  the  FTC  and  the 
Department  of  Justice  held  over  24  days 
of  hearings  that  involved  more  than  300 
panelists,  including  representatives 
from  large  and  small  business  firms;  the 
independent  inventor  community; 
patent  and  antitrust  organizations;  and 


the  academic  community  in  economics 
and  antitrust  and  patent  law.  In 
addition,  the  FTC  received  about  100 
written  submissions.  Many  of  the 
business  representatives  were  from 
technology-intensive  industries  such  as 
pharmaceuticals,  biotechnology, 
computer  hardware  and  software,  and 
the  Internet.  The  Report  FTC’s  October 
2003  Report  on  the  patent  system.  To 
Promote  Innovation:  The  Proper 
Balance  of  Competition  and  Patent  Law 
and  Policy,^  summarizes  testimony  from 
the  hearings  and  explains  the 
Commission’s  recommendations  for 
improving  the  patent  system. 

The  IP  Report  found  that  both 
competition  and  patents  influence 
innovation,  which  drives  economic 
growth  and  increases  standards  of 
living.  Patents  play  an  important  role  in 
promoting  innovation  by  providing  an 
incentive  to  develop  and  commercialize 
inventions.  Without  patent  protection, 
innovators  that  produce  intellectual 
property  may  not  be  able  to  appropriate 
the  full  benefits  of  their  innovation 
when  competitors  are  able  to  “free  ride’’ 
on  the  innovator’s  efforts.  Patents  may 
also  encourage  firms  to  compete  in  the 
race  to  invent  new  products  and 
processes.  Patent  rights  make  it  easier 
for  inventors  to  attract  funding  and 
enter  the  licensing  and  joint-venture 
arrangements  needed  to  commercialize 
an  invention.  Moreover,  the  public 
disclosure  of  scientific  and  technical 
information  made  through  a  patent  can 
stimulate  further  scientific  progress. 

The  IP  Report  explained  that 
competition  also  plays  a  critical  role  in 
stimulating  innovation.  Competition 
drives  firms  to  identify  consumers’ 
unmet  needs  and  develop  new  products 
and  services  to  satisfy  them.  In  some 
industries,  firms  race  to  innovate  in 
hopes  of  exploiting  first-mover 
advantages.  The  IP  Report  raises 
concerns  that  patents  of  questionable 
quality-those  of  questionable  validity  or 
having  overly  broad  claims-can  hinder 
competition  and  innovation  in  several 
ways,  to  the  detriment  of  consumers. 

For  instance,  patents  of  questionable 
quality  can  deter  follow-on  innovation 


^  I.P.  Report,  supra  n.l.  In  2007,  the  Federal 
Trade  Commission  and  the  Antitrust  Division  of  the 
Department  of  Justice  released  a  joint  report  based 
on  these  hearings  examining  the  ways  in  which 
antitrust  analysis  should  take  into  account  the 
patent  system’s  incentives  to  innovate.  The  report 
recognizes  that  the  way  antitrust  law  functions  at 
the  patent  interface  can  significantly  affect  IP- 
driven  innovation.  U.S.  Dep’t  of  Justice  and  the 
Federal  Trade  Commission,  Antitrust  Enforcement 
and  Intellectual  Property  Rights:  Promoting 
Innovation  and  Competition  (April  2007]  available 
at  (  'nttp://www.ftc.gov/reports/innovation/ 

P040101 Promoting 

Innovationand 

Competitionrpt0704.pdf] 


by  discouraging  firms  from  conducting 
research  and  development  in  areas  that 
the  patent  improperly  covers,  and  raise 
costs  when  challenged  in  litigation  or 
unnecessarily  licensed.  The  IP  Report 
made  ten  recommendations  for 
legislative,  judicial  and  administrative 
changes  to  the  patent  system  to  address 
these  concerns,  several  of  which  have 
come  to  pass  or  received  support  in 
Congress.  Those  recommendations 
include  establishing  a  more  flexible 
obviousness  standard  under  35  U.S.C. 
§103,  raising  the  requirements  for 
proving  willful  infringement,  and 
instituting  a  patent  post-grant  review 
procedure  in  the  Patent  and  Trademark 
Office. 

Recent  Changes  to  the  Patent  System 

The  patent  system  has  experienced 
significant  change  since  the  FTC 
released  its  first  IP  Report  in  October 
2003,  and  more  changes  are  under 
consideration.  The  courts  and  patentees 
are  exploring  the  full  implications  of 
Supreme  Court  and  Federal  Circuit 
decisions  on  injunctive  relief, 
patentability  and  licensing  issues. 
Congress  has  considered  sweeping 
legislative  patent  reform,  and  new 
debates  on  the  appropriate  methods  for 
calculating  infringement  damages  have 
engaged  the  patent  community.  New 
business  models  for  buying,  selling  and 
licensing  patents  have  emerged  and 
evolved  since  2003.  In  addition,  there  is 
new  learning  regarding  the  operation  of 
the  patent  system  and  its  contribution  to 
innovation  and  competition. 

Three  of  these  recent  developments 
have  brought  the  issues  of  patent 
remedies  and  their  impact  on 
innovation  and  consumers  to  the 
forefront.  In  2006,  the  Supreme  Court 
ruled  in  eBay  v.  MercExchange-^  that 
district  courts  may  no  longer 
automatically  grant  a  permanent 
injunction  barring  future  infringement 
following  a  finding  of  infringement,  but 
must  consider  traditional  principles  of 
equity.  In  2007,  in  In  re.  Seagate 
Technologies,  Inc.,‘*  the  Court  of 
Appeals  for  the  Federal  Circuit 
abandoned  its  “duty  of  due  care” 
standard,  and  held  that  proof  of  willful 
infringement  requires  “at  least  a 
showing  of  objective  recklessness,”  thus 
making  it  more  difficult  for  a  patentee 
to  obtain  treble  damages.  While  the 
patent  system  grapples  with  the 
application  of  those  decisions,  debate 
continues  in  the  patent  community  over 
the  appropriate  methods  for  calculating 


3  547  U.S.  388  (2006). 

^  497  F.3d  1360,  1371  (Fed.  Cir.  2007). 
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reasonable  royalty  damages  and  whether 
legislative  changes  are  needed. 

Remedies  available  in  patent 
litigation — a  permanent  injunction 
barring  future  infringement, 
compensatory  damages  for  past 
infringement,  and  trebled  damages  for 
willful  infringement — play  an  important 
role  in  determining  the  value  of  all 
patents.  The  parties’  assessment  of  the 
remedy  a  court  might  award  heavily 
influences  the  settlements  that  resolve 
the  vast  majority  of  patent  infringement 
actions,  and  even  licensing  negotiations 
that  take  place  without  the  initiation  of 
a  court  action.  Thus,  these  changes  and 
proposed  changes  could  have  far- 
reaching  effects  on  the  value  of  patents 
and  the  operation  of  the  market  for 
intellectual  property. 

Three  other  recent  Supreme  Court 
decisions  affect  the  value  of  patents  and 
the  operation  of  the  IP  marketplace 
through  rulings  on  what  patents  are 
valid,  when  licensees  may  challenge 
validity,  and  who  may  owe  royalties.  In 
KSR  International  v.  Teleflex,  Inc.,-'  the 
Supreme  Court  propounded  a  flexible 
approach  to  obviousness  doctrine.  In 
doing  so,  the  Court  discussed  the 
detrimental  effects  of  obvious  patents, 
which  withdraw  from  the  public  what  is 
already  known  and  diminish  the 
resources  available  to  support 
innovation.  In  Medimmune,  Inc.  v. 
Genentech,  Inc.,^’  the  Court  allowed  a 
patent'licensee  to  challenge  a  patent’s 
validity  through  a  declaratory  judgment 
action  because  the  harm  of  paying 
royalties  on  an  invalid  patent  generates 
a  “substantial  controversy  between 
parties  having  adverse  legal  interests.’’^ 
in  Quanta  Computer  Inc.  v.  LG 
Electronics,**  the  Court  affirmed  the 
exhaustion  doctrine  even  where  the 
initial  patent  license  purported  to  limit 
the  rights  transferred  to  subsequent 
purchasers  of  a  covered  product. 

Some  of  the  most  significant  recent 
changes  in  markets  for  intellectual 
property  have  occurred  not  through  the 
courts,  but  through  the  emergence  of 
new  business  models  involving  the 
buying,  selling  and  licensing  of  patents. 
Companies  have  always  used 
intellectual  property  as  a  strategic  asset; 
sometimes  offensively  to  maintain 
exclusivity  over  a  technology,  to  capture 
royalties  from  competing  products,  or  to 
support  technology  transfer,  and 
sometimes  defensively,  to  stave  off 
potential  infringement  litigation.  New 
business  models  have  emerged  in  recent 
years,  however.  Some  business  models 


127  S.  a.  1727  (2007). 
549  U.S.  118  (2007). 

’’  Id.  at  7'71. 

"  128  S.CI.  2109  (2008). 


seek  to  monetize  patents  based  on 
strategic  acquisition  and  assertion. 
Others  establish  a  cooperative  venture 
that  buys  and  licenses  patents  to  its 
members  for  defensive  purposes.  Still 
others  seek  to  create  sector-specific 
funds,  similar  to  mutual  funds,  that 
allow  investors  to  earn  revenue  from 
royalty  streams.  There  are  likely  other 
developing  business  models  that  use 
intellectual  property  as  their  primary 
asset. 

Hearings  on  the  Evolving  IP 
Marketplace. 

The  extent  and  cumulative  impact  of 
these  changes  and  proposed  changes  on 
the  patent  system  are  poorly 
understood.  They  could  potentially 
significantly  influence  a  patent’s 
economic  value  and  a  patentee’s 
compensation.  If  piatentees  were 
systematically  under-compensated  due 
to  legal  doctrines  that  drive  down  the 
value  received  through  remedies  and 
licensing,  patents  would  be  devalued. 
This  would  undermine  the  patent 
system’s  incentives  to  innovate,  to  the 
detriment  of  consumers  who  benefit 
tremendously  from  innovation.  On  the 
other  hand,  if  the  relevant  legal  rules 
operate  to  systematically 
overcompensate  patentees,  supra- 
competitive  prices  for  technology  would 
unduly  dampen  future  innovation,  and 
prices  for  products  incorporating 
patented  inventions  would  increase 
unjustifiably.  Both  under-  and 
overcompensation  of  patentees  present 
the  potential  foe  consumer  and 
competitive  harm. 

The  Commission  plans  to  hold  a 
series  of  hearings  that  will  examine  the 
recent  and  proposed  changes  in  the  IP 
marketplace  and  consider  the  effects  of 
those  changes  on  the  alignment  of 
patent  and  competition  policy.  The  first 
hearing  will  occur  on  December  5,  2008 
in  Washington,  D.C. 

The  December  S"*  hearing  will 
include  three  panels  addressing  a  range 
of  topics  related  to  the  valuation  of 
patents  and  the  operation  of  the  market 
for  intellectual  property.  A  primary  goal 
of  this  first  hearing  is  to  identify  those 
issues  that  require  more  in-depth  study 
in  subsequent  hearings.  In  the  first 
panel,  participants  will  discuss  the 
operation  and  impact  of  emerging 
business  models,  aspects  of  the  patent 
system  that  support  those  models,  and 
industry  responses.  The  second  panel 
will  explore  remedies  law  and  the  need 
for  economic  analysis  in  this  area.  In  the 
third  panel,  participants  will  examine 
legal  doctrines  that  affect  the  value  and 
licensing  of  patents,  such  as  the  recent 
Supreme  Court  cases  on  obviousness, 
declaratory  judgment  and  exhaustion, 


and  doctrines  that  make  the  scope  and 
enforcement  of  patents  unpredictable. 
The  panel  will  consider  whether  the 
notice  function  of  patents  operates  to 
support  an  efficient  marketplace. 

The  Commission  invites  public 
comments  discussing  the  current 
marketplace  for  intellectual  property,  in 
particular  its  impact  on  innovation 
incentives  and  competition  concerns 
and  the  role  of  economic  analysis  in  this 
assessment.  The  Commission  will 
accept  comments,  as  described  above, 
until  February  5,  2009.  Comments 
addressing  any  of  the  following 
questions  would  be  particularly  helpful. 

1.  How  has  the  IP  marketplace 
changed  in  the  past  five  to  ten  years? 
What  changes  are  expected  in  the 
future?  What  aspects  of  the  patent 
system  drive  those  changes?  What  is  the 
impact  of  those  changes  on  innovation? 

2.  What  are  the  new  business  models 
involving  intellectual  property?  What 
has  motivated  the  development  of  these 
business  models?  What  is  their  impact 
on  innovation? 

3.  What  economic  evidence  is 
relevant  when  analyzing  whether  to 
grant  a  permanent  injunction  following 
a  finding  of  infringement?  What  proof 
have  courts  required?  How  should  the 
analysis  take  into  account  the  incentives 
to  innovate  provided  by  the  patent 
system  and  the  benefits  of  competition? 
What  is  the  appropriate  remedy  when 
the  court  has  denied  a  permanent 
injunction  after  a  finding  of 
infringement? 

4.  Do  the  legal  rules  governing  patent 
damages  result  in  awards  that 
appropriately  compensate  patentees? 
Are  there  circumstances  in  which  they 
result  in  overcompensation  or 
undercompensation  of  patentees?  What 
evidence  is  there  of  the  extent  of  these 
problems?  What  information  would  be 
helpful  to  better  assess  whether  damage 
awards  appropriately  compensate 
patentees?  Are  courts  and  juries  able  to 
make  damages  determinations  with 
sufficient  accuracy?  To  the  extent  that 
there  are  problems  resulting  from  the 
determination  of  damages  for  patent 
infringement,  how  should  they  be 
addressed? 

5.  How  have  changes  in  willfulness 
doctrine  changed  the  behavior  of 
patentees  and  potential  infringers?  Do 
recent  changes  in  the  law  adequately 
address  the  concerns  with  willfulness 
doctrine  identified  in  the  (October  2003 
FTC:  IP  Report? 

6.  How  will  changes  in  patent  law 
rendered  by  Supreme  Court  and  Federal 
Circuit  decisions  of  the  past  five  years 
affect  the  value  of  patents?  How  will 
these  changes  affect  the  operation  of  the 
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IP  marketplace?  How  will  they  affect 
innovation  and  competition? 

7.  How  does  uncertainty  regarding  the 
validity  and  scope  of  patents  affect  the 
operation  of  the  IP  marketplace?  Does 
the  current  system  adequately  fulfill  the 
notice  function  of  patents?  How  does 
uncertainty  influence  the  operation  of 
the  IP  marketplace?  What  are  the 
sources  of  uncertainty  that  affect  the 
value  of  patents  and  the  operation  of  the 
IP  marketplace?  What  could  be  done  to 
address  them? 

8.  How  transparent  is  the  current  IP 
marketplace?  Can  it  be  made  more 
transparent?  Is  that  desirable? 

9.  During  the  past  five  years,  what 
new  learning  has  furthered  the 
understanding  of  the  patent  system  and 
the  IP  marketplace? 

By  direction  of  the  Commission. 

Donald  S.  Clark, 

Secretary. 

(FR  Doc.  E8-27673  Filed  11-20-08:  8:45  am] 
[BILUNG  CODE  67SO-01-S] 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Agency  for  Healthcare  Research  and 
Quality 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

agency:  Agency  for  Healthcare  Research 
and  Quality,  HHS. 
action:  Notice. 

SUMMARY:  This  notice  announces  the 
intention  of  the  Agency  for  Healthcare 
Research  and  Quality  (AHRQ)  to  request 
that  the  Office  of  Management  and 
Budget  (OMB)  approve  the  proposed 
information  collection  project: 
“Reducing  Waste  and  Inefficiency 
through  Process  Redesign:  Lean/Toyota 
Production  System  (TPS) 
Implementation.”  In  accordance  with 
the  Paperwork  Reduction  Act  of  1995, 

44  U.S.C.  3506{c)(2){A),  AHRQ  invites 
the  public  to  comment  on  this  proposed 
information  collection. 

DATES:  Comments  on  this  notice  must  be 
received  by  (insert  date  GO  days  after 
date  of  publication). 

ADDRESSES:  Written  comments  should 
be  submitted  to:  Doris  Lefkowitz, 
Reports  Clearance  Officer,  AHRQ,  by 
email  at  doris.lejkowitz@ahra.hhs.gov. 

Copies  of  the  proposed  collection 
plans,  data  collection  instruments,  and 
specific  details  on  the  estimated  burden 
can  be  obtained  from  the  AHRQ  Reports 
Clearance  Officer. 

FOR  FURTHER  INFORMATION  CONTACT: 

Doris  Lefkowitz,  AHRQ  Reports 


Clearance  Officer,  (301)  427-1477,  or  by 
email  at  doris.lefkowitz@ahrq.hhs.gov.. 

SUPPLEMENTARY  INFORMATION: 

Proposed  Project 

“Reducing  Waste  and  Inefficiency 
through  Process  Redesign:  Lean/Toyota 
Production  System  (TPS) 
Implementation”  AHRQ,  through  its 
contractor,  American  Institutes  for 
Research  (AIR),  proposes  to  investigate 
the  contribution  of  Lean/TPS  to 
reducing  waste  in  health  care  delivery 
systems.  Lean  is  a  process-redesign 
methodology  adopted  from  Toyota 
Production  Systems.  The  goal  of  Lean/ 
TPS  is  to  empower  front-line  staff  to 
apply  continuous  quality  improvement 
methods  to  reduce  waste  and  enhance 
value  in  workflows  and  operations 
(Spear,  S.  Fixing  healthcare  from  the 
inside,  today.  Harvard  Business  Rev., 
2005  83(9),  78-91).  AHRQ  is  interested 
in  assessing  and  disseminating 
promising  techniques  and 
methodologies  for  redesigning  health 
care  processes  to  reduce  waste  and 
enhance  efficiency.  Using  a  purposive 
sample  of  health  care  organizations  and 
projects,  AHRQ  will  describe  and  assess 
the  ways  in  which  Lean/TPS  has  been 
implemented  and  the  related  challenges 
and  solutions  experienced.  The  seunple 
will  vary  in  community  and  market 
characteristics,  type  of  service  (e.g.,. 
inpatient/outpatient),  and  delivery 
system  characteristics  (e.g.,  relationship 
between  physicians  and  hospitals, 
ownership).  AHRQ  plans  to  disseminate 
the  lessons  learned  from  this  project  on 
the  implementation  of  Lean/TPS  to 
health  care  delivery  systems.  This 
project  is  being  conducted  pursuant  to 
AHRQ’s  statutory  authority  to  conduct 
and  support  research  on  health  care  and 
on  systems  for  the  delivery  of  such  care, 
including  activities  with  respect  to:  The 
quality,  effectiveness,  efficiency, 
appropriateness  and  value  of  health  care 
services;  quality  measurement  and 
improvement;  and  health  care  costs, 
productivity,  organization,  and  market 
forces.  42  U..S.C.  299a(a)(l),  (2),  and  (6). 

Method  of  Collection 

At  least  four  research  locations  (i.e., 
hospitals  or  other  health  settings)  will 
be  selected  to  create  eight  case  study 
reports.  Four  of  the  studies  will  employ 
a  retrospective  analytics  perspective, 
while  four  will  employ  a  prospective 
analytics  perspective.  At  each  location, 
implementation  of  Lean/TPS  in  two 
departments  will  be  studied:  One 
department  with  an  essentially  linear 
process  (clinical  laboratory,  radiology, 
or  ED)  and  one  department  with  an 
essentially  non-linear  process 
(cardiology,  GI,  or  med/surg  unit).  A 


linear  department  is  one  in  which  the 
process  is  essentially  uniform  and 
predictable  for  most  or  all  services 
delivered.  A  non-linear  department  is 
one  in  which  the  process  is  much  less 
uniform  and  predictable.  If  there  is  more 
than  one  Lean/TPS  project  in  the 
selected  department,  we  will 
purposively  select  a  project  that  appears 
to  have  the  most  information  for  others 
about  the  processes  and  outcomes  of 
Lean/TPS  implementation. 

Qualitative  data  will  be  collected 
directly  from  the  four  locations  selected 
for  this  study.  The  collection  will  be 
accomplished  using  interviews 
telephone  and  in-person),  collection  of 
documentation,  and  digital  diaries  for 
the  four  prospective  studies.  The 
“digital  diary”  is  a  data  collection 
method  using  a  diary  entry  guide  and  a 
digital  recorder  to  describe  key  aspects 
of  the  implementation  process.  The  total 
number  of  in-person  interviews  to  be 
conducted  across  the  four  locations  is 
100;  the  total  number  of  telephone 
interviews  is  36.  The  in-person 
interviews  will  be  conducted  through  a 
multi-day  visit  to  each  site.  The  number 
of  digital  diary  submissions  will  depend 
on  the  number  and  duration  of  the 
Lean/TPS  project  within  in  each 
department. 

Estimated  Annual  Respondent  Burden 

Exhibit  I  shows  the  estimated 
annualized  burden  hours.  A  total  of  25 
in-person  interviews  will  be  conducted 
with  the  administrative  and  clinical 
personnel  from  each  of  the  four 
participating  health  care  facilities.  The 
estimated  time  per  response  is  1.0  hour 
for  a  total  of  100  burden  hours. 
Additionally,  a  total  of  9  telephone 
interviews  will  be  conducted  with  each 
facility.  The  estimated  time  per 
response  is  30  minutes,  for  a  total  of  18 
burden  hours.  The  digital  diaries  will  be 
completed  once  a  month  for  eight 
months  by  two  personnel  from  each 
facility,  and  will  require  about  30 
minutes  each  per  month  for  a  total  of  32 
hours.  Finally,  administrative  staff  from 
each  site  will  be  asked  to  provide 
training  materials,  reports  on  Lean/TPS 
implementation,  and/or  any  other 
documentation  or  existing  data  from 
previous  or  current  Lean/TPS  projects 
implemented.  VVe  anticipate  this  task 
will  simply  consist  of  forwarding  emails 
and  or  photocopying  and  sending 
documents  to  the  project  team  one  time 
throughout  the  course  of  the  project  and 
will  take  about  four  hours  per  facility  or 
16  hours  total.  The  total  estimated 
burden  is  166  hours.  Exhibit  2  shows 
the  estimated  annualized  cost  burden 
for  the  respondents’  time  to  provide  the 
requested  data.  The  hourly  rate  of 
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$35.07  is  an  average  of  the  $14.53  and  the  clinical  personnel  hourly  $28.15  for  registered  nurses.  The  total 

administrative  personnel  hourly  wage  of  wage  of  $62.52  for  physicians  and  cost  burden  is  about  $5,492. 

Exhibit  1— Estimated  Annualized  Burden  Hours 


Data  collection 

Number  of 
respondents 

Number  of 
responses 
per 

respondent 

Hours  per 
response 

Total 

burden 

hours 

In-person  interviews . 

4 

25 

1.0 

100 

Telephone  interviews . 

4 

9 

30/60 

18 

Digital  Diaries . 

4 

16 

30/60 

32 

Collection  of  documentation  . 

4 

1 

4 

16 

Total . \ . 

16 

166 

. 

Exhibit  2— Estimated  Annualized  Cost  Burden 


i 

Data  collection 

Number  of 
respondents 

Total  ! 
burden  ; 
hours  ' 

Average 
hourly  wage  j 
rate  *  j 

Total  cost 
burden 

In-person  interviews . 

4 

100  1 

$35.07  1 

$3,507 

Telephone  interviews . 

4 

18  j 

35.07  i 

631 

Digital  Diaries . 

4 

32 

35.07 

1,122 

Collection  of  documentation  . 

4 

14.53 

232 

Total . 

16 

5,492 

*  Based  upon  the  average  hourly  wages  of  administrative  support  personnel,  physicians,  and  registered  nurses.  National  Compensation  Sur¬ 
vey;  Occupational  Wages  in  the  United  States  2005,  U.S.  Department  of  Labor,  Bureau  of  Labor  Statistics. 


Estimated  Annual  Costs  to  the  Federal 
Government 

The  total  cost  to  the  Federal 
Government  for  this  project  is  $415,000, 
with  an  average  annual  cost  of  $207,500. 
This  figure  includes  the  cost  of  data 
collection,  data  analysis,  reporting,  and 
government  oversight  of  the  contract. 

Request  for  Comments 

In  accordance  with  the  above-cited 
Paperwork  Reduction  Act  legislation, 
comments  on  AHRQ’s  information 
collection  are  requested  with  regard  to 
any  of  the  following:  (a)  Whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
AHRQ’s  health  care  research  and  health 
care  information  dissemination 
functions,  including  whether  the 
information  will  have  practical  utility; 
(b)  the  accuracy  of  AHRQ’s  estimate  of 
burden  (including  hours  and  costs)  of 
the  proposed  collection{s)  of 
information;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected:  and  (d) 
ways  to  minimize  the  burden  of  the 
collection  of  information  upon  the 
respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and 
included  in  the  Agency’s  subsequent 
request  for  OMB  approval  of  the 
proposed  information  collection.  All 


comments  will  become  a  matter  of 
public  record. 

Dated:  November  6,  2008. 

Carolyn  M.  Clancy, 

Director. 

(FR  Doc.  E8-27521  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4160-90-M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Agency  for  Healthcare  Research  and 
Quality 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

agency:  Agency  for  Healthcare  Research 
and  Quality,  HHS. 
action:  Notice. 

SUMMARY:  This  notice  announces  the 
intention  of  the  Agency  for  Healthcare 
Research  and  Quality  (AHRQ)  to  request 
that  the  Office  of  Management  and 
Budget  (OMB)  approve  the  proposed 
information  collection  project: 
“Conducting  Measurement  Activities  in 
Support  of  the  AHRQ  Health  IT 
Initiative.”  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  44 
U.S.C.  3506(c)(2)(A),  AHRQ  invites  the 
public  to  comment  on  this  proposed 
information  collection. 

This  proposed  information  collection 
was  previously  publi.shed  in  the  Federal 


Register  on  Septem’oer  19th,  2008  and 
allowed  60  days  for  public  comment.  No 
comments  were  received.  The  purpose 
of  this  notice  is  to  allow  an  additional 
30  days  for  public  comment. 

DATES:  Comments  on  this  notice  must  be 
received  by  December  10,  2008. 
ADDRESSES:  Written  comments  should 
be  submitted  to:  AHRQ’s  OMB  Desk 
Officer  by  fax  at  (202)  395-6974 
[attention:  AHRQV’s  desk  officer)  or  by 
e-mail  at  OIRA_submissionomb.eop.gov 
[attention:  AHRQ’s  desk  officer). 

Copies  of  the  proposed  collection 
plans,  data  collection  instruments,  and 
specific  details  on  the  estimated  burden 
can  be  obtained  from  the  AHRQ  Reports 
Clearance  Officer. 

FOR  FURTHER  INFORMATION  CONTACT: 

Doris  Lefkowitz,  AHRQ  Reports 
Clearance  Officer,  (301)  427-1477,  or  by 
e-mail  at  doris.Iefkowitz@ahrg.hhs.gov. 
SUPPLEMENTARY  INFORMATION: 

Proposed  Project 

Conducting  Measurement  Activities  in 
Support  of  the  AHRQ  Health  IT 
Initiative 

AHRQ-supported  research  has  helped 
to  demonstrate  the  potential  of  health  IT 
to  enhance  health  care  quality  and 
patient  safety.  As  the  lead  federal 
research  agency  on  the  quality,  safety, 
efficiency,  and  effectiveness  of  health 
care  in  America,  AHRQ  plays  a  central 
role  in  efforts  to  increase  the  adoption 
of  health  IT. 
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Consistent  with  its  mission,  AHRQ 
proposes  to  develop  measures  of  four 
indicators  of  performance  of  its  health 
IT  portfolio,  namely:' 

1.  Reduction  in  medication  errors  due 
to  adoption  of  electronic  prescribing 
systems; 

2.  The  number  of  persons  who  can 
access  their  medication  information 
online; 

3.  The  number  of  clinicians  who  can 
electronically  access  evidence-based 
prevention  or  treatment  information: 
and 

4.  The  number  of  clinician 
organizations  who  have  adopted 
evidence-based  decision  support 
technologies. 

While  secondary  data  are  available  to 
calculate  measures  1,  3  and  4  described 
above,  no  national  data  exist  for 
measure  #2.  Thus,  this  proposed 
information  collection  relates  to 
measure  #2:  The  number  of  persons  who 


can  access  their  medication  information 
online. 

This  project  is  being  conducted 
pursuant  to  AHRQ’s  statutory  mandates 
to  conduct  and  support  research, 
evaluations  and  initiatives  to  advance 
information  systems  for  health  care 
improvement  {42  U.S.C.  299b-3)  and  to 
promote  innovations  in  evidence-based 
health  care  practices  and  technologies 
by  conducting  and  supporting  research 
on  the  development,  diffusion,  and  use 
of  health  care  technology  (42  U.S.C. 
299b-5(a)(l)).  , 

Method  of  Collection 

The  data  will  be  collected  using  a 
random-digit-dial  (RDD)  telephone 
survey  of  the  U.S.  adult  population.  To 
ensure  a  representative  geographic 
distribution  of  the  sample,  the  total 
sample  will  be  allocated  to  each  Census 
region  in  proportion  to  the  total  number 
of  adults  in  each  region.  The  survey  will 


be  administered  in  both  English  and 
Spanish. 

Estimated  Annual  Respondent  Burden 

Exhibit  1  presents  the  estimated 
annualized  burden  hours  for  the 
respondents’  time  to  participate  in  this 
project.  The  telephone  survey  will  be 
completed  by  1,000  respondents  and  is 
expected  to  require  12  minutes  to 
complete.  The  cogniffve  pretest 
interviews,  which  are'used  to  refine  and 
validate  the  survey  instrument,  will  be 
completed  by  18  respondents  (9* 
English-speaking  and  9  Spanish¬ 
speaking)  and  are  expected  to  last  one 
hour.  The  total  burden  hours  are 
estimated  to  be  218  hours. 

Exhibit  2  shows  the  estimated 
annualized  cost  burden  for  the 
respondents’  time  to  participate  in  this 
project.  The  total  cost  burden  is 
estimated  to  be  $4,205. 


Exhibit  1— Estimated  Annualized  Burden  Hours 


1 

1 

Data  collection  ! 

i 

Number  of 
responses 

Number  of 
responses 
per 

[  respondent 

Hours  per 
response 

] 

Total  burden 
hours 

Telephone  Survey . 

1000 

1 

12/60 

200 

Cognitive  Pretest  Interview . 

18 

1 

1 

18 

Total . 

1018 

1  na 

na 

218 

Exhibit  2— Estimated  Annualized  Cost  Burden 


Data  collection 

Nurnber  of 
respondents 

1 

Total  burden  j  Average  hour- 
hours  ly  wage  rate* 

Total  cost 
burden 

Telephone  Sun/ey . . . 

Cognitive  Pretest  Interview . 

Total . 

1000 

18 

200  j  $19.29 

18  1  19.29 

$3,858 

347 

1018 

t  1 

218  1  na 

4,205 

*  Based  upon  the  mean  of  the  average  wages,  National  Compensation  Survey;  Occupational  wages  in  the  United  States  2006,  "U.S.  Depart¬ 
ment  of  Labor,  Bureau  of  Labor  Statistics." 


Estimated  Annual  Costs  to  the  Federal 
Government 

We  are  requesting  approval  for  a  one¬ 
time,  one  year,  data  collection  effort. 

Exhibit  3 — Annual  Costs  for  the 


The  estimated  cost  of  this  data 
collection  is  $310,067,  which  includes 
the  cost  of  developing,  administering 
and  analyzing  the  survey.  Exhibit  3 
details  labor  hours,  operational 


expenses  (such  as  equipment,  overhead, 
printing,  and  support  staff),  and  any 
other  expenses  that  would  not  have 
been  incurred  without  this  collection  of 
information. 


Estimate  OF  the  Number  of  Persons  Who  Can  Access  Their  Medication 
Information  Online 


Annual 


Labor:  1,514  hours  plus  42%  fringe  . 

Data  collection:  Inten/iewer  training,  sample  purchase,  survey  administration,  data  entry,  toll  calls  . 
Other  direct  costs:  Computer  charge,  telephone/fax/teleconference,  printing  and  duplication,  travel 

Indirect  costs:  Regular  overhead,  46.5%;  G&A,  21% . 

Contract  Fee . 


123,998 

30,274 

28,418 

101,775 

25,602 
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Request  for  Comments 

In  accordance  with  the  ahove-cited 
Paperwork  Reduction  Act  legislation, 
comments  on  AHRQ’s  information 
collection  are  requested  with  regard  to 
any  of  the  following:  (a)  Whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
AHRQ  health  care  research,  quality 
improvement  and  information 
dissemination  functions,  including 
whether  the  information  will  have 
practical  utility;  (h)  the  accuracy  of 
AHRQ’s  estimate  of  burden  {including 
hours  and  costs)  of  the  proposed 
collection(s)  of  information;  (c)  ways  to 
enhance  the  quality,  utility,  and  clarity 
of  the  information  to  be  collected;  and 
(d)  ways  to  minimize  the  burden  of  the 
collection  of  information  upon  the 
respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and 
included  in  the  Agency’s  subsequent 
request  for  OMB  approval  of  the 
proposed  information  collection.  All 
comments  will  become  a  matter  of 
public  record. 

Dated:  November  12,  2008. 

Carolyn  M.  Clancy, 

Director. 

[FR  Doc.  E8-27522  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4160-90-M 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Agency  for  Healthcare  Research  and 
Quality 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

agency:  Agency  for  Healthcare  Research 
and  Quality,  HHS. 
action:  Notice. 

SUMMARY:  This  notice  announces  the 
intention  of  the  Agency  for  Healthcare 
Research  and  Quality  (AHRQ)  to  request 
that  the  Office  of  Management  and 
Budget  (OMB)  approve  the  proposed 
information  collection  project: 
“Improving  implementation  of  the  U.S. 
Preventive  Services  Task  Force 
recommendation  for  prophylactic 
aspirin  use  among  adults  at  risk  for 
cardiovascular  disease.”  In  accordance 
with  the  Paperwork  Reduction  Act  of 
199.5,  44  IJ.S.C.  3506(c)(2)(A),  AHRQ 
invites  the  public  to  comment  on  this 
proposed  information  collection. 

DATES:  Comments  on  this  notice  must  be 
received  by  January  20,  2009. 


ADDRESSES:  Written  comments  should 
be  submitted  to:  Doris  Lefkowitz, 

Reports  Clearance  Officer,  AHRQ,  by  e- 
mail  at  doris.lefkowitz@aahrq.hhs.gov. 

Copies  of  the  proposed  collection 
plans,  data  collection  instruments,  and 
specific  details  on  the  estimated  burden 
can  be  obtained  from  the  AHRQ  Reports 
Clearance  Officer. 

FOR  FURTHER  INFORMATION  CONTACT: 

Doris  Lefkowitz,  AHRQ  Reports 
Clearance  Officer,  (301)  427-1477,  or  by 
e-mail  at  doris.lefkowitz@ahrq.hhs.gov. 
SUPPLEMENTARY  INFORMATION: 

Proposed  Project 

“Improving  implementation  of  the 
U.S.  Preventive  Services  Task  Force 
recommendation  for  prophylactic 
aspirin  use  among  adults  at  risk  for 
cardiovascular  disease.” 

This  proposed  information  collection 
aims  to  identify,  test  and  disseminate 
methods  to  improve  patient-physician 
communication  about  aspirin 
prophylaxis  in  health  care  systems.  This 
project  falls  under  AHRQ’s  Accelerating 
Change  and  Transformation  in 
Organizations  and  Networks  (ACTION) 
program  and  will  be  conducted  for 
AHRQ  by  Abt  Associates  in 
collaboration  with  Geisinger  Health 
Systems.  ACTION  promotes  innovation 
in  health  care  delivery  by  accelerating 
the  development,  implementation, 
diffusion,  and  uptake  of  demand-driven 
and  evidence-based  products,  tools, 
strategies  and  findings.  ACTION 
develops  and  diffuses  scientific 
evidence  about  what  does  and  does  not 
work  to  improve  health  care  delivery 
systems.  The  program  emphasizes 
projects — that  are  broadly  responsive  to 
user  needs  and  operational  interests  and 
which  are  expected  to  be  generalizable 
across  a  number  of  settings. 

In  this  project,  a  randomized 
controlled  trial  with  two  intervention 
arms  and  one  control  arm  will  be 
conducted  to  evaluate  two  interventions 
designed  to  improve  physician-patient 
communication  and  decision-making 
regarding  the  use  of  prophylactic  aspirin 
use  among  adults  at  risk  for 
cardiovascular  disease.  Each  of  the  three 
study  arms  will  take  place  in  one  of 
three  similar  clinics. 

The  first  intervention  uses  a  paper 
“pre-visit  sumrnary”  handout  describing 
the  benefits  and  possible  harms  of  daily 
low-dose  aspirin  use  to  prevent  heart 
attack  in  men  and  strokd  in  women.  The 
handout  is  given  to  patients  in  the 
waiting  room  of  non-emergency 
outpatient  clinics.  The  content  of  the 
handout,  including  baseline 
cardiovascular  event  risk  and  the 
magnitude  of  potential  benefits  and 


harms  of  aspirin  use,  is  generated 
specifically  for  each  patient  using  data 
in  his  or  her  electronic  health  record. 
The  purpose  of  the  handout  is  to 
increase  the  patients’  knowledge  of  their 
own  cardiovascular  risk  and  increase 
awareness  of  prophylactic  aspirin 
regimens  as  a-treatment  option.  The 
study  will  assess  whether  the  handout 
is  effective  in  stimulating  subsequent 
discussion  with  physicians  about 
cardiovascular  risk  and  aspirin. 

The  second  intervention  also  uses  the 
pre-visit  summary  handout,  but  adds  a 
computer-based  clinical  decision 
support  tool.  During  the  patient’s  visit 
with  the  physician,  the  electronic  health 
record  software  used  by  the  physician 
will  alert  the  physician  of  the  patient’s 
elevated  cardiovascular  risk  and  prompt 
the  physician  to  discuss  prophylactic 
aspirin  use  with  the  patient.  If  the 
physician  chooses  to  do  so,  he  or  she 
can  use  a  computer-based  tool  as  a 
decision  aid  during  the  discussion  with 
the  patient.  The  tool  displays  the 
patient’s  risk  of  cardiovascular  event 
(heart  attack  or  stroke)  and  the  potential 
risk-reducing  effect  of  daily  aspirin  use. 
The  tool  also  shows  the  likelihood  of 
potential  harms  of  aspirin  use  {e.g., 
gastrointestinal  bleeding).  The  tool  is 
interactive  and  allows  the  patient  and 
doctor  to  explore  the  expected  effects  of 
behavior  change  related  to  modifiable 
cardiovascular  risk  factors  {e.g.,  smoking 
cessation)  as  well  as  prophylactic 
aspirin  use. 

The  proposed  data  collection  supports 
the  ACTION  program  mission  by 
promoting  health  care  quality 
improvement.  The  overall  aim  of  the 
study  is  to  explore  the  effectiveness  of 
innovative  health  care  delivery  methods 
in  improving  patient  health  behaviors 
(i.e.,  using  aspirin  prophylaxis).  The 
study  has  been  constructed  to  produce 
results  that  will  be  helpful  in  a  broad 
range  of  clinic  settings  including  those 
utilizing  electronic  health  records  and 
those  that  rely  on  paper-based  record 
systems.  The  proposed  data  collection 
will  assess  the  study’s  main  outcome; 
initiating  a  discussion  about 
prophylactic  aspirin  use  between  at-risk 
patients  and  their  physicians  in  order  to 
facilitate  a  shared  decision-making 
process,  and  is  therefore  a  necessary  and 
integral  element  of  the  overall  research 
study  and  of  the  ACTION  program 
mission. 

This  project  is  being  conducted 
pursuant  to  AHRQ’s  statutory  authority 
to  conduct  and  support  research  on 
health  care  and  on  systems  for  the 
delivery  of  such  care,  including 
activities  with  respect  to  the  quality, 
effectiveness,  efficiency, 
appropriateness  and  value  of  health  care 
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services  42  U.S.C.  299a(a)(l).  The 
parties  involved  in  the  study  will 
comply  with  the  Health  Insurance 
Portahility  and  Accountability  Act 
(HIPAA)  Privacy  Rule,  45  CFR  parts  160 
and  164,  and  the  study  will  be  required 
to  obtain  approval  of  the  institutional 
review  boards  of  Geisinger  Health 
Systems  and  Abt  Associates. 

Method  of  Collection 
Data  for  this  study  will  be  collected 
directly  from  study  participants 
(patients,  doctors,  and  clinic  staff)  and 
indirectly  from  patients’  electronic 
health  records  and  observation  of  the 
intervention  in  clinic  waiting  rooms. 

The  first  phase  of  the  direct  data 
collection  will  occur  after  a  patient 
gives  his  or  her  informed  consent  to 
participate  in  the  study  and  written 
authorization  for  the  use  of  his  or  her 
protected  health  information  for  this 
study.  Patients  will  complete  a  5-minute 


pre-visit  questionnaire.  Fourteen  days 
after  a  patient’s  visit,  he  or  she  will  be 
contacted  to  complete  a  one-time,  25- 
minute  telephone  follow-up 
questionnaire  to  assess  aspirin  use,' 
knowledge,  and  the  relevant  patient/ 
physician  encounter.  Data  will  be 
collected  from  participating  physicians 
through  30-minute  semi-structured 
interviews.  Similarly,  a  lO-njinute  semi- 
structured  interview  of  participating 
clinic  staff  will  also  be  administered  to 
gather  information  about  the  feasibility 
and  perceived  effectiveness  of  the 
intervention. 

Estimated  Annual  Respondent  Burden 

E.\hibit  1  presents  an  estimate  of  the 
annual  reporting  time  burden  on 
respondents  participating  in  the  data 
collection  process.  Time  estimates  are 
based  on  experience  with  similar 
instruments  used  with  comparable  . 
respondents.  A  total  of  1,000  patients 


are  expected  to  participate  in  the  study, 
distributed  into  approximately  equal 
groups  across  the  three  arms  of  the 
study.  The  pre-visit  questionnaire  will 
be  completed  by  1 ,000  respondents  and 
will  take  about  5  minutes.  The 
telephone  follow-up  questionnaire  will 
be  completed  by  1,000  respondents  and 
will  take  abput  25  minutes.  Qualitative 
interviews  will  be  conducted  with  10 
physicians  and  8  staff  members  from 
each  of  the  two  intervention  clinics;  the 
physician  interview  will  require  about 
30  minutes  while  the  staff  interview 
will  last  about  10  minutes.  The  total 
estimated  burden  hours  for  the 
respondents’  time  to  participate  in  this 
data  collection  is  513  hours. 

Exhibit  2  shows  the  estimated  cost 
burden  based  on  the  respondents’  time 
to  participate  in  this  project  and  their 
hourly  wage.  The  estimated  cost  burden 
is  $10,388. 


Exhibit  1— Estimated  Annualized  Burden  Hours 


Form  name 

Number  of 
respondents 

Number  of  re¬ 
sponses  per 
respondent 

Hours  per 
response 

Total  burden 
hours 

Pre-Visit  Questionnaire . . . 

1,000 

1 

5/60 

83 

Telephone  Follow-up  Questionnaire . 

1,000 

1 

25/60 

417 

Qualitative  Interviews:  Physicians  . 

2 

10 

30/60 

10 

Qualitative  Interviews:  Clinic  Staff  . 

2 

8 

10/60 

3 

Total  • . . . 

2,004 

na 

na 

513 

Exhibit  2— Estimated  Annualized  Cost  Burden 


Form  name 

Number  of  re- 

Total  burden 

Average  hour- 

Total  cost 

spondents 

hours 

ly  wage  rate* 

burden 

Pre-Visit  Questionnaire  . 

1,000 

83  i 

$19.29 

$1,601 

Telephone  Follow-up  Questionnaire . 

1,000  i 

417  i 

19.29 

8,044 

Qualitative  Interviews:  Physicians  . 

2  : 

10  i 

66.11  i 

661 

Qualitative  Interviews:  Clinic  Staff  . . 

2  ! 

3  i 

27.44 

82 

Total . 

2,004  : 

513  1 

na 

10,388 

‘National  Compensation  Sun/ey;  Occupational  wages  in  the  United  States,  June  2006,  U.S.  Department  of  Labor,  Bureau  of  Labor  Statistics. 


Estimated  Annual  Costs  to  the  Federal 
Government 

The  total  cost  to  the  government  of 
this  two-year  project  is  expected  to  be 


$300,000.  Exhibit  3  details  the  costs 
associated  with  this  project,  which 
include  $74,206  for  project 
development,  $42,760  for  data 
collection  activities,  $29,510  for  data 

Exhibit  3— Estimated  Cost 


processing  and  analysis,  $31,165  for  the 
publication  of  results,  $27,136  for 
project  management  and  $95,222  for 
overhead 


Project  Development  . 

Data  Collection  Activities  . 

Data  Processing  and  Analysis 

Publication  of  Results  . 

Project  Management . 

Overhead  . 


Cost  component 


$74,206  :  $37,103 

42,760  i  21,380 

29,510  ;  14,755 

31,165  1.5,583 

27,136  !  13,568 

95,222  [  47,611 


Total  cost 


Annualized 

cost 
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Request  for  Comments 

In  accordance  with  the  above-cited 
Paperwork  Reduction  Act  legislation, 
comments  on  AHRQ’s  information 
collection  are  requested  with  regard  to 
any  of  the  following:  (a)  Whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
AHRQ  health  care  research,  quality 
improvement  and  information 
dissemination  functions,  including 
whether  the  information  will  have 
practical  utility;  (b)  the  accuracy  of 
AHRQ’s  estimate  of  burden  {including 
hours  and  costs)  of  the  proposed 
collection(s)  of  information;  (c)  ways  to 
enhance  the  quality,  utility,  and  clarity 
of  the  information  to  be  collected;  and 
(d)  ways  to  minimize  the  burden  of  the 
collection  of  information  upon  the 
respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and 
included  in  the  Agency’s  subsequent 
request  for  OMB  approval  of  the 
proposed  information  collection.  All 
comments  will  become  a  matter  of 
public  record. 

Dated:  November  6,  2008. 

Carolyn  M.  Clancy, 

Director. 

[FR  Doc.  E8-27523  Filed  11-20-08;  8:45  am] 
BILLING  COO€  4160-90-M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[Document  Identifier:  CMS-416] 

Agency  Information  Coilection 
Activities:  Proposed  Coliection; 
Comment  Request 

agency:  Centers  for  Medicare  & 
Medicaid  Services. 

In  compliance  with  the  requirement 
of  section  3506(c)(2)(A)  of  the 
Paperwork  Reduction  Act  of  1995,  the 
Centers  for  Medicare  &  Medicaid 
Services  (CMS)  is  publishing  the 
following  summary  of  proposed 
collections  for  public  comment. 
Interested  persons  are  invited  to  send 
comments  regarding  this  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including  any 
of  the  following  subjects:  (1)  The 
necessity  and  utility  of  the  proposed 
information  collection  for  the  proper 
performance  of  the  agency’s  functions; 
(2)  the  accuracy  of  the  estimated 
burden;  (3)  ways  to  enhance  the  quality, 
utility,  and  clarity  of  the  information  to 


be  collected;  and  (4)  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology  to 
minimize  the  information  collection 
burden. 

1.  Type  of  Information  Collection 
Request:  Revision  of  a  currently 
approved  collection;  Title  of 
Information  Collection:  Annual  Efuly 
and  Periodic  Screening,  Diagnostic  and 
Treatment  (EPSDT)  Report;  Use:  States 
are  required  to  submit  an  annual  report 
on  the  provision  of  EPSDT  services 
pursuant  to  section  1902(a)(43)(D)  of  the 
Social  Security  Act.  These  reports 
provide  CMS  with  data  necessary  to 
assess  the  effectiveness  of  State  EPSDT 
programs,  to  determine  a  State’s  results 
in  achieving  its  participation  goal  and  to 
respond  to  inquiries.  This  collection  is 
being  submitted  as  a  revision  based  on 
minor  changes  made  to  the  form  and 
instructions.  CMS  has  added  three 
additional  lines  of  data  to  the  form 
(lines  12d,  12e  and  12f).  This 
information  is  currently  being  collected; 
however,  CMS  expanded  the  lines  to 
obtain  a  better  understanding  for  the 
utilization  of  dental  services.  CMS 
believes  there  will  be  no  additional 
burden  for  the  changes  made  to  the 
form.  The  changes  were  necessary  to 
accommodate  a  need  for  more  specific 
dental  data  and  to  preliminary  potify 
States  of  a  change  in  CPT  codes.  A 
clarification  was  also  made  to  line  14  of 
the  instructions.  Form  Number:  CMS- 
416  (OMB#  0938-0354);  Frequency: 
Yearly;  Affected  Public:  State,  Local  or 
Tribal  Governments;  Number  of 
Respondents:  56;  Total  Annual 
Responses:  56;  Total  Annual  Hours: 
1,568. 

To  obtain  copies  of  the  supporting 
statement  and  any  related  forms  for  the 
proposed  paperwork  collections 
referenced  above,  access  CMS’  Web  Site 
at  http://www.cms. hhs'.gov/ 
PaperworkReductionActofl995,  or  E- 
mail  your  request,  including  your 
address,  phone  number,  OMB  number, 
and  CMS  document  identifier,  to 
Paperwork@cms.hhs.gov,  or  call  the 
Reports  Clearance  Office  on  (410)  786- 
1326. 

In  commenting  on  the  proposed 
information  collections  please  reference 
the  document  identifier  or  OMB  control 
number.  To  be  assured  consideration, 
comments  and  recommendaticwis  must 
be  submitted  in  one  of  the  following 
ways  by  January  20,  2009: 

1.  Electronically.  You  may  submit 
your  comments  electronically  to  http:// 
www.reguIations.gov.  Follow  the 
instructions  for  “Comment  or 
Submission’’  or  “More  Search  Options” 
to  find  the  information  collection 
document{s)  accepting  comments. 


2.  By  regular  mail.  You  may  mail 
written  comments  to  the  following 
address:  CMS,  Office  of  Strategic 
Operations  and  Regulatory  Affairs, 
Division  of  Regulations  Development, 
Attention:  Document  Identifier/OMB 
Control  Number,  Room  C4-26-05,  7500 
Security  Boulevard,  Baltimore, 

Maryland  21244-1850. 

Dated:  November  14,  2008. 

Michelle  Shortt, 

Director,  Regulations  Development  Group, 
Office  of  Strategic  Operations  and  Regulatory 
Affairs. 

[FR  Doc.  E8-27711  Filed  11-20-08;  8:45  am] 
BILLING  CODE  41 20-01 -P 

DEPARTMENT  OF  HEALTH  AND  ' 
HUMAN  SERVICES 

Food  and  Drug  Administration 
[Docket  No.  FDA-200a-P-0029] 

Determination  That  NUBAIN 
(Nalbuphine  Hydrochloride)  Injection, 
10  and  20  Milligrams/Milliliter,  Was  Not 
Withdrawn  From  Sale  for  Reasons  of 
Safety  or  Effectiveness 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing  its 
determination  that  NUBAIN 
(nalbuphine  hydrochloride)  injection, 

10  and  20  milligrams/milliliter  (mg/ml), 
was  not  withdrawn  from  sale  for  reasons 
of  safety  or  effectiveness.  This 
determination  will  allow  FDA  to 
approve  abbreviated  new  drug 
applications  (ANDAs)  for  nalbuphine 
hydrochloride  injection,  10  and  20  mg/ 
ml,  if  all  other  legal  and  regulatory 
requirements  cU'e  met. 

FOR  FURTHER  INFORMATION  CONTACT: 

Carol  E.  Drew,  Center  for  Drug 
Evaluation  and  Research,  Food  and 
Drug  Administration,  10903  New 
Hampshire  Ave.,  Bldg.  51,  rm.  6306, 
Silver  Spring,  MD  20993-0002,  301- 
796-3601. 

SUPPLEMENTARY  INFORMATION:  In  1984, 
Congress  enacted  the  Drug  Price 
Competition  and  Patent  Term 
Restoration  Act  of  1984  (Pub.  L.  98—417) 
(the  1984  amendments),  which 
authorized  the  approval  of  duplicate 
versions  of  drug  products  approved 
under  an  ANDA  procedure.  ANDA 
applicants  must,  with  certain 
exceptions,  show  that  the  drug  for 
which  they  are  seeking  approval 
contains  the  same  active  ingredient  in 
the  same  strength  and  dosage  form  as 
the  “listed  drug,”  which  is  a  version  of 
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the  drug  that  was  previously  approved. 
ANDA  applicants  do  not  have  to  repeat 
the  extensive  clinical  testing  otherwise 
necessary'  to  gain  approval  of  a  new 
drug  application  (NBA).  The  only 
clinical  data  required  in  an  ANDA  are 
data  to  show  that  the  drug  that  is  the 
subject  of  the  ANDA  is  bioequivalent  to 
the  listed  drug. 

The  1984  amendments  include  what 
is  now  section  505(j)(7)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
355(j){7)),  which  requires  FDA  to 
publish  a  list  of  all  approved  drugs. 

FDA  publishes  this  list  as  part  of  the 
“Approved  Drug  Products  With 
Therapeutic  Equivalence  Evaluations,” 
which  is  known  generally  as  the 
“Orange  Book.”  Under  FDA  regulations, 
drugs  are  removed  from  the  list  if  the 
agency  withdraws  or  suspends  approval 
of  the  drug’s  NDA  or  ANDA  for  reasons 
of  safety  or  effectiveness,  or  if  FDA 
determines  that  the  listed  drug  was 
withdrawn  from  sale  for  reasons  of 
safety  or  effectiveness  (21  CFR  314.162). 
Regulations  also  provide  that  the  agency 
must  make  a  determination  as  to 
whether  a  listed  drug  was  withdrawn 
from  sale  for  reasons  of  safety  or 
effectiveness  before  an  ANDA  that  refers 
to  that  listed  drug  may  be  approved 
(§  314.161(a)(1)  (21  CFR  314.161(a)(1))). 
FDA  may  not  approve  an  ANDA  that 
does  not  refer  to  a  listed  drug. 

On  January  11,  2008,  West-Ward 
Pharmaceutical  Corp.,  on  behalf  of 
Hikma  Farmaceutica  of  Portugal, 
submitted  a  citizen  petition  (Docket  No. 
FDA-2008-P-0029)  to  FDA  under  21 
CFR  10.30.  The  petition  requests  that 
the  agency  determine  whether  NUBAIN 
(nalbuphine  hydrochloride)  injection, 

10  and  20  mg/ml  (NDA  18-024), 
manufactured  by  Endo  Pharmaceuticals 
(Endo),  was  withdrawn  from  sale  for 
reasons  of  safety  or  effectiveness. 
NUBAIN  was  approved  on  May  15, 

1979.  NUBAIN  is  an  analgesic  drug 
product  used  for  the  relief  of  moderate 
to  severe  pain.  NUBAIN  may  be  used  as 
a  supplement  to  balanced  anesthesia,  for 
preoperative  and  postoperative 
analgesia,  and  for  obstetrical  analgesia 
during  labor  and  delivery.  Manufacture 
of  NUBAIN  was  discontinued  in  2003, 
and  the  drug  product  was  moved  from 
the  prescription  drug  product  list  to  the 
“Discontinued  Drug  Product  List” 
section  of  the  Orange  Book. 

FDA  has  reviewed  its  records  and, 
under  §  314.161,  has  determined  that 
NUBAIN  (nalbuphine  hydrochloride) 
injection,  10  and  20  mg/ml,  was  not 
withdrawn  from  sale  for  reasons  of 
safety  or  effectiveness.  The  petitioner 
identified  no  data  or  other  information 
suggesting  that  NUBAIN  (nalbuphine 
hydrochloride)  injection,  10  and  20  mg/ 


ml,  was  withdrawn  for  reasons  of  safety 
or  effectiveness.  FDA  has  independently 
evaluated  relevant  literature  and  data 
for  possible  postmarketing  adverse 
events  and  has  found  no  information 
that  would  indicate  that  this  product 
was  withdrawn  from  sale  for  reasons  of 
safety  or  effectiveness.  Accordingly,  the 
agency  will  continue  to  list  NUBAIN 
(nalbuphine  hydrochloride)  injection, 

10  and  20  mg/ml,  in  the  “Discontinued 
Drug  Product  List”  section  of  the  Orange 
Book.  The  “Discontinued  Drug  Product 
Lisf’delineates,  among  other  items,  drug 
products  that  have  been  discontinued 
from  marketing  for  reasons  other  than 
safety  or  effectiveness.  AND  As  that  refer 
to  NUBAIN  (nalbuphine  hydrochloride) 
injection,  10  and  20  mg/ml,  may  be 
approved  by  the  agency  if  all  other  legal 
and  regulatory  requirementsfor  the 
approval  of  ANDAs  are  met.  If  FDA 
determines  that  labeling  for  this  drug 
product  should  be  revised  to  meet 
current  standards,  the  agency  will 
advise  ANDA  applicants  to  submit  such 
labeling. 

Dated:  November  14,  2008. 

Jeffrey  Shuren, 

Associate  Commissioner  for  Policy  and 
Planning. 

(FR  Doc.  E8-27714  Filed  11-20-08;  8:45  am] 
BILLING  CODE  41 60-01 -S 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
[Docket  No.  FDA-2008-N-0038] 

Oncologic  Drugs  Advisory  Committee; 
Notice  of  Meeting 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

This  notice  announces  a  forthcoming 
meeting  of  a  public  advisory  committee 
of  the  Food  and  Drug  Administration 
(FDA).  The  meeting  will  be  open  to  the 
public. 

Name  of  Committee:  Oncologic  Drugs 
Advisory  Committee. 

General  Function  of  the  Committee: 

To  provide  advice  and 
recommendations  to  the  agency  on 
FDA’s  regulatory  issues. 

Date  and  Time:  The  meeting  will  be 
held  on  December  16,  2008,  from  8  a.m. 
to  4  p.m. 

Location:  Hilton  Washington  DC 
North/Gaithersburg,  The  Ballrooms,  620 
Perry  Pkwy,  Gaithersburg,  MD.  The 
hotel  phone  number  is  301-977-8900. 

Contact  Person:  Nicole  Vesely,  Center 
for  Drug  Evaluation  and  Research  (HFD- 
21),  Food  and  Drug  Administration, 


5600  Fishers  Lane  (for  express  delivery, 
5630  Fishers  Lane,  rm.  1093),  Rockville, 
MD  20857,  301-827-6793,  fax:  301- 
827-6776,  e-mail: 
nicole.vesely@fda.hhs.gov,  or  FDA 
Advisory  Committee  Information  Line, 
1-800-741-8138  (301-443-0572  in  the 
Washington,  DC  area),  code 
3014512542.  Please  call  the  Information 
Line  for  up-to-date  information  on  this 
meeting.  A  notice  in  the  Federal 
Register  about  last  minute  modifications 
that  impact  a  previously  announced 
advisory  committee  meeting  cannot 
always  be  published  quickly  enough  to 
provide  timely  notice.  Therefore,  you 
should  always  check  the  agency’s  Web 
site  and  call  the  appropriate  advisory 
committee  hot  line/phone  line  to  leeurn 
about  possible  modifications  before 
coming  to  the  meeting. 

Agenda:  The  committee  will  discuss 
biologies  license  application  (BLA) 
125084,  trade  name  ERBITUX 
(cetuximab),  ImClone  Systems,  Inc.,  and 
BLA  125147,  trade  name  VECTIBIX 
(panitumumab),  Amgen,  Inc.,  in  the 
context  of  K-ras  as  a  predictive  and/or 
prognostic  biomarker  in  oncology  drug 
development. 

FDA  intends  to  make  background 
material  available  to  the  public  no  later 
than  2  business  days  before  the  meeting. 
If  FDA  is  unable  to  post  the  background 
material  on  its  Web  site  prior  to  the 
meeting,  the  background  material  will 
be  made  publicly  available  at  the 
location  of  the  advisory  committee 
meeting,  and  the  background  material 
will  be  posted  on  FDA’s  Web  site  after 
the  meeting.  Background  material  is 
available  at  http://www.fda.gov/ohrms/ 
dockets/ac/acmenu.htm,  click  on  the 
year  2008  and  scroll  down  to  the 
appropriate  advisory  committee  link. 

Procedure:  Interested  persons  may 
present  data,  information,  or  views, 
orally  or  in  writing,  on  issues  pending 
before  the  committee.  Written 
submissions  may  be  made  to  the  contact 
person  on  or  before  December  2,  2008. 
Oral  presentations  from  the  public  will 
be  scheduled  between  approximately 
11:30  a.m.  to  12:30  p.m.  Those  desiring 
to  make  formal  oral  presentations 
should  notify  the  contact  person  and 
submit  a  brief  statement  of  the  general 
nature  of  the  evidence  or  arguments 
they  wish  to  present,  the  names  and 
addresses  of  proposed  participants,  and 
an  indication  of  the  approximate  time 
requested  to  make  their  presentation  on 
or  before  November  24,  2008.  Time 
allotted  for  each  presentation  may  be 
limited.  If  the  number  of  registrants 
requesting  to  speak  is  greater  than  can 
be  reasonably  accommodated  during  the 
scheduled  open  public  hearing  session, 
FDA  may  conduct  a  lottery  to  determine 
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the  speakers  for  the  scheduled  open 
public  hearing  session.  The  contact 
person  will  notify  interested  persons 
regarding  their  request  to  speak  by 
November  25,  2008. 

Persons  attending  FDA’s  advisory 
committee  meetings  are  advised  that  the 
agency  is  not  responsible  for  providing 
access  to  electrical  outlets. 

FDA  welcomes  the  attendance  of  the 
public  at  its  advisory  committee 
meetings  and  will  make  every  effort  to 
accommodate  persons  with  physical 
disabilities  or  special  needs.  If  you 
require  special  accommodations  due  to 
a  disability,  please  contact  Nicole 
Vesely  at  least  7  days  in  advance  of  the 
meeting. 

FDA  is  committed  to  the  orderly 
conduct  of  its  advisory  committee 
meetings.  Please  visit  our  Web  site  at 
http://www.fda.gov/oc/advisory/ 
default.htm  for  procedures  on  public 
conduct  during  advisory  committee 
meetings. 

Notice  of  this  meeting  is  given  under 
the  Federal  Advisory  Committee  Act  (5 
U.S.C.  app.  2). 

Dated:  November  17,  2008. 

Randall  W.  Lutter, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  E8-2771.3  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4160-01-S 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Indian  Health  Service 

Privacy  Act  of  1974;  Report  of 
Amended  or  Altered  System;  Medical, 
Health  and  Billing  Records  System 

AGENCY:  Indian  Health  Service  (IHS), 
HHS. 

ACTION:  Amendment  of  One  Altered’ 
Privacy  Act  System  of  Records. 

SUMMARY:  Pursuant  to  the  provisions  of 
the  Privacy  Act  of  1974,  as  amended,  5 
U.S.C.  552a(e){4),  the  IHS  has  amended 
and  is  publishing  the  proposed 
alteration  of  a  system  of  records.  System 
No.  09-17-0001,  “Medical,  Health  and 
Billing  Records.”  The  amended  and 
altered  system  of  records  makes  only 
administrative  edits  and  revisions  as 
necessary. 

DATES:  The  amended  and  altered 
system,  which  incorporates  the 
comments  received  following  the  initial 
publication,  shall  become  effective 
November  21,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Patricia  Gowan,  IHS  Lead  Health 
Information  Management  (HIM) 
Consultant  and  Area  HIM  Consultant, 


Office  of  Health  Programs,  Phoenix  Area 
Office,  Two  Renaissance  Square,  Suite 
606,  40  North  Central  Avenue,  Phoenix, 
AZ  85004-4450,  Telephone  (602)  364- 
5172  or  via  the  Internet  at 
Patricia.Gowan@ihs.gov. 

SUPPLEMENTARY  INFORMATION:  As 

required  by  the  Privacy  Act  of  1974,  as 
amended,  5  U.S.C.  552a(e)(4),  this 
document  sets  forth  the  amendment  of 
the  proposed  alteration  of  a  system  of 
records  maintained  by  the  IHS,  in 
response  to  comments  received 
following  the  initial  publication  in  the 
Federal  Register  at  73  FR  50038  on 
August  25,  2008.  IHS  is  altering  System 
No.  09-17-0001,  “Health,  Medical  and 
Billing  Records,”  for  a  few  reasons. 

First,  the  changes  will  enable  IHS  to 
disclose  controlled  substance 
prescription  data  to  a  centralized 
database  administered  by  an  authorized 
State  public  health  entity,  such  as  State 
prescription  drug  monitoring  programs 
(PMP).  Second,  the  changes  will  enable 
IHS  to  disclose  data  from  the  National 
Patient  Information  Reporting  System 
(NPIRS)/National  Data  Warehouse 
(NDW)  to  the  various  Epidemiology 
Centers  established  and  funded  under 
25  U.S.C.  1621m.  During  the  comment 
period,  IHS  received  several  responses 
from  the  public.  Only  one  comment 
recommended  any  changes  to  the 
proposed  alteration. 

Comment:  One  commenter  suggested 
adding  a  new  routine  use  to  allow  the 
disclosure  of  IHS  records  to 
Epidemiology  Centers  under  a  Business 
Associate  Agreement  (BAA). 

Response:  After  a  careful  review  of 
this  comment,  IHS  disagrees  with  the 
suggested  change  therefore  has  not 
revised  the  notice.  The  proposed 
revision  to  Routine  Use  number  10  is 
sufficient  to  enable  IHS  to  share 
information  with  Epidemiology  Centers 
established  and  funded  under  25  U.S.C. 
1621m.  The  BAA  would  only  be 
sufficient  for  sharing  information  with 
Epidemiology  Centers  that  perform 
functions  involving  the  use  or 
disclosure  of  individually  identifiable 
health  information  on  behalf  of  IHS.  The 
Epidemiology  Centers  are  funded 
through  cooperative  agreements.  They 
engage  in  many  authorized  activities 
that  do  not  involve  the  use  or  disclosure 
of  individually  identifiable  health 
information  or  are  otherwise  not  carried 
out  on  behalf  of  IHS. 

This  Notice  meets  the  requirement  to 
notify  the  public  that  the  IHS  is 
amending  the  proposed  changes  in  the 
IHS  system  of  records  by  incorporating 
the  administrative  changes  following 
the  initial  publication  at  73  FR  50038, 
August  25,  2008.  With  this  notification. 


this  system  of  records  is  effective 
November  21,  2008. 

Dated:  November  14,  2008. 

Robert  G.  McSwain, 

Director,  Indian  Health  Service. 

09-17-0001 

SYSTEM  NAME: 

Medical,  Health,  and  Billing  Records 
Systems,  Health  and  Human  Services/ 
Indian  Health  Service/Office  of  Clinical 
and  Preventive  Services  (HHS/IHS/ 
OCPS). 

SECURITY  classification: 

None. 

SYSTEM  LOCATION: 

IHS  hospitals,  health  centers,  school 
health  centers,  health  stations,  field 
clinics.  Service  Units,  IHS  Area  Offices 
(Appendix  1),  and  Federal  Archives  and 
Records  Centers  (Appendix  2). 
Automated,  electronic  and 
computerized  records,  including  Patient 
Care  Component  (PCC)  records,  are 
stored  at  the  Information  Technology 
Support  Center  (ITSC),  IHS,  located  in 
Albuquerque,  New  Mexico  (Appendix 
1).  Records  may  also  be  located  at 
contractor  sites.  A  current  list  of 
contractor  sites  is  available  by  writing  to 
the  appropriate  System  Manager  (Area 
or  Service  Unit  Director/Chief  Executive 
Officer)  at  the  address  shown  in 
Appendix  1. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Individuals,  including  both  IHS 
beneficiaries  and  non-beneficiaries,  who 
are  examined/treated  on  an  inpatient 
and/or  outpatient  basis  by  IHS  staff  and/ 
or  contract  health  care  providers 
(including  Tribal  contractors). 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Note:  Records  relating  to  claims  by  and 
against  the  HHS  are  maintained  in  the 
Administrative  Claims  System,  09-90-0062, 
HHS/Office  of  the  Secretary/Office  of  the 
General  Counsel  (HHS/OS/OGC).  Such 
claims  include  those  arising  under  the 
Federal  Torts  Claims  Act,  Military  Personnel 
and  Civilian  Employees  Claims  Act,  Federal 
Claims  Collection  Act,  Federal  Medical  Care 
Recovery  Act,  and  Act  for  Waiver  of 
Overpayment  of  Pay. 

1 .  Health  and  medical  records 
containing  examination,  diagnostic  and 
treatment  data,  proof  of  IHS  eligibility, 
social  data  (such  as  name,  address,  date 
of  birth.  Social  Security  Number  (SSN), 
Tribe),  laboratory  test  results,  and 
dental,  social  service,  domestic 
violence,  sexual  abuse  and/or  assault, 
mental  health,  and  nursing  information. 

2.  Follow-up  registers  of  individuals 
with  a  specific  health  condition  or  a 
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particular  health  status  such  as  cancer, 
diabetes,  communicable  diseases, 
suspected  and  confirmed  abuse  and 
neglect,  immunizations,  suicidal 
behavior,  or  disabilities. 

3.  Logs  of  individuals  provided  health 
care  by  staff  of  specific  hospital  or  clinic 
departments  such  as  surgery, 
emergency,  obstetric  delivery,  medical 
imaging,  and  laboratory. 

4.  Surgery  and/or  disease  indices  for 
individual  facilities  that  list  each 
relevant  individual  by  the  surgery  or 
disease. 

5.  Monitoring  strips  and  tapes  such  as 
fetal  monitoring  strips  and 
Electroencephalogram  (EEG)  and 
Electrocardiogram  (EKG)  tapes. 

6.  Third-party  reimbursement  and 
billing  records  containing  name, 
address,  date  of  birth,  dates  of  service, 
third  party  insurer  claim  numbers,  SSN, 
health  plan  name,  insurance  number, 
employment  status,  and  other  relevant 
claim  information  necessary  to  process 
and  validate  third-party  reimbursement 
claims. 

7.  Contract  Health  Service  (CHS) 
records  containing  name,  address,  date 
of  birth,  dates  of  care.  Medicare  or 
Medicaid  claim  numbers,  SSN,  health 
plan  name,  insurance  number, 
employment  status,  and  other  relevant 
claim  information  necessary  to 
determine  CHS  eligibility  and  to  process 
CHS  claims. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Departmental  Regulations  (5  U-S.C. 
301);  Privacy  Act  of  1974  (5  U.S.C. 

552a);  Federal  Records  Act  (44  U.S.C. 
2901);  Section  321  of  the  Public  Health 
Service  Act,  as  amended  (42  U.S.C. 

248);  Section  327A  of  the  Public  Health 
Service  Act,  as  amended  (42  U.S.C. 
254a);  Snyder  Act  (25  U.S.C.  13);  Indian 
Health  Care  Improvement  Act  (25  U.S.C. 
1601  et  seq.);  and  the  Transfer  Act  of 
1954  (42  U.S.C.  2001-2004). 

PURPOSES: 

The  purposes  of  this  system  are: 

1.  To  provide  a  description  of  an 
individual’s  diagnosis,  treatment  and 
outcome,  and  to  plan  for  immediate  and 
future  care  of  the  individual. 

2.  To  collect  and  provide  information 
to  IHS  officials  and  epidemiology 
centers  established  and  funded  under  25 
U.S.C.  1621m  in  order  to  evaluate  health 
care  programs  and  to  plan  for  future 
needs. 

3.  To  serve  as  a  means  of 
communication  among  members  of  the 
health  care  team  who  contribute  to  the 
individual’s  care;  e.g.,  to  integrate 
information  from  field  visits  with 
records  of  treatment  in  IHS  facilities  and 
with  non-IHS  health  care  providers. 


4.  To  serve  as  the  official 
documentation  of  an  individual’s  health 
care. 

5.  To  contribute  to  continuing 
education  of  IHS  staff  to  improve  the 
delivery  of  health  care  services. 

6.  For  disease  surveillance  purposes. 
For  example: 

(a)  The  Centers  for  Disease  Control 
and  Prevention  may  use  these  records  to 
monitor  various  communicable 
diseases; 

'  (b)  The  National  Institutes  of  Health 

may  use  these  records  to  review  the 
prevalence  of  particular  diseases  (e.g., 
malignant  neoplasms,  diabetes  mellitus, 
arthritis,  metabolism,  and  digestive 
diseases)  for  various  ethnic  groups  of 
the  United  States;  or 

(c)  Those  public  health  authorities 
that  are  authorized  by  law  and 
epidemiology  centers  established  and 
funded  under  25  U.S.C.  1621m  may  use 
these  records  to  collect  or  receive  such 
information  for  purposes  of  preventing 
or  controlling  disease,  injury,  or 
disability,  including,  but  not  limited  to, 
the  reporting  of  disease,  injury,  vital 
events  such  as  birth  or  death  and  the 
conduct  of  public  health  surveillance, 
investigations,  and  interventions. 

7.  To  compile  and  provide  aggregated 
program  statistics.  Upon  request  of  other 
components  of  HHS,  IHS  will  provide 
statistical  information,  from  which 
individual/personal  identifiers  have 
been  removed,  such  as: 

(a)  To  the  National  Committee  on 
Vital  and  Health  Statistics  for  its 
dissemination  of  aggregated  health 
statistics  on  various  ethnic  groups; 

(b)  To  the  Assistant  Secretary  for 
Planning  and  Evaluation,  Health  Policy 
to  keep  a  record  of  the  number  of 
sterilizations  provided  by  Federal 
funding; 

(c)  To  the  Centers  for  Medicare  & 
Medicaid  Services  (CMS)  to  document 
IHS  health  care  covered  by  the  Medicare 
and  Medicaid  programs  for  third-party 
reimbursement;  or 

(d)  To  the  Office  of  Clinical  Standards 
and  Quality,  CMS  to  determine  the 
prevalence  of  end-stage  renal  disease 
among  the  American  Indian  and  Alaska 
Native  (AI/AN)  population  and  to 
coordinate  individual  care. 

8.  To  process  and  collect  third-party 
claims  and  facilitate  fiscal  intermediary 
functions  and  to  process  debt  collection 
activities. 

9.  To  improve  the  IHS  national 
patient  care  database  by  means  of 
obtaining  and  verifying  an  individual’s 
SSN  with  the  Social  Security 
Administration  (SSA). 

10.  To  provide  information  to  organ 
procurement  organizations  or  other 
entities  engaged  in  the  procurement. 


banking,  or  transplantation  of  organs  to 
facilifate  organ,  eye,  or  tissue  donation 
and  transplant. 

11.  To  provide  information  to 
individuals  about  treatment  alternatives 
or  other  types  of  health-related  benefits 
and  services. 

12.  To  provide  information  to  the 
Food  and  Drug  Administration  (FDA)  in 
connection  with  an  FDA-regulated 
product  or  activity. 

13.  To  provide  information  to 
correctional  institutions  as  necessary  for 
health  and  safety  purposes. 

14.  To  provide  information  to 
governmental  authorities  (e.g.,  social 
services  or  protective  services  agencies) 
on  victims  of  abuse,  neglect,  sexual 
assault  or  domestic  violence. 

15.  To  provide  information  to  the 
National  Archives  and  Records 
Administration  in  records  management 
inspections  conducted  under  the 
authority  of  44  U.S.C.  2901  et  seq. 

16.  To  provide  relevant  health  care 
information  to  funeral  directors  or 
representatives  of  funeral  homes  to 
allow  necessary  arrangements  prior  to 
and  in  anticipation  of  an  individual’s 
impending  death. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

This  system  of  records  contains 
individually  identifiable  health 
information.  The  HHS  Privacy  Act 
Regulations  (45  CFR  part  5b)  and  the 
Privacy  Rule  (45  CFR  parts  160  and  164) 
issued  pursuant  to  the  HIPAA  of  1996 
apply  to  most  health  information 
maintained  by  IHS.  Those  regulations 
may  place  additional  procedural 
requirements  on  the  uses  and 
disclosures  of  such  information  beyond 
those  found  in  the  Privacy  Act  of  1974 
or  mentioned  in  this  system  of  records 
notice.  An  accounting  of  all  disclosures 
of  a  record  made  pursuant  to  the 
following  routine  uses  will  be  made  and 
maintained  by  IHS  for  five  years  or  for 
the  life  of  the  records,  whichever  is 
longer. 

Note:  Special  requirements  for  alcohol  and 
drug  abuse  patients:  If  an  individual  receives 
treatment  or  a  referral  for  treatment  for 
alcohol  or  drug  abuse,  then  the 
Confidentiality  of  Alcohol  and  Drug  Abuse 
Patient  Records  Regulations,  42  CFR  part  2 
may  apply.  In  general,  under  these 
regulations,  the  only  disclosures  of  the 
alcohol  or  drug  abuse  record  that  may  be 
made  without  patient  consent  are:  (1)  To 
meet  medical  emergencies  (42  CFR  2.51),  (2) 
For  research,  audit,  evaluation  and 
examination  (42  CFR  2.52-2.53),  (3)  Pursuant 
to  a  court  order  (42  CFR'2.61-2.67),  and  (4) 
Pursuant  to  a  qualified  service  organization 
agreement,  as  defined  in  42  CFR  2.11.  In  all 
other  situations,  written  consent  of  the 
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individual  is  usually  required  prior  to 
disclosure  of  alcohol  or  drug  abuse 
information  under  the  routine  uses  listed 
below. 

1.  Records  may  be  disclosed  to 
Federal  and  non-Federal  (public  or 
private)  health  care  providers  that 
provide  health  care  services  to  IHS 
individuals  for  purposes  of  planning  for 
or  providing  such  services,  or  reporting 
results  of  medical  examination  and 
treatment. 

2.  Records  may  be  disclosed  to 
Federal,  State,  local  or  other  authorized 
organizations  that  provide  third-party 
reimbursement  or  fiscal  intermediary 
functions  for  the  purposes  of  billing  or 
collecting  third-party  reimbursements. 
Relevant  records  may  be  disclosed  ta 
debt  collection  agencies  under  a 
business  associate  agreement 
arrangement  directly  or  through  a  third 
party. 

3.  Records  may  be  disclosed  to  State 
agencies  or  other  entities  acting 
pursuant  to  a  contract  with  CMS,  for 
fraud  and  abuse  control  efforts,  to  the 
extent  required  hy  law  or  under  an 
agreement  between  IHS  and  resperJivo 
state  Medicaid  agency  or  other  entities. 

4.  Records  may  be  disclosed  to  school 
health  care  programs  that  serve  AI/AN 
for  the  purpose  of  student  health 
maintenance. 

5.  Records  may  be  disclosed  to  the 
Bureau  of  Indian  Affairs  (BIA)  or  its 
contractors  under  an  agreement  between 
IHS  and  the  BIA  relating  to  disabled  AI/ 
AN  children  for  the  purposes  of  carrying 
out  its  functions  under  the  Individuals 
with  Disabilities  Education  Act  (IDEA), 
20  U.S.C.  1400.  et  seq. 

6.  Records  may  be  disclosed  to 
organizations  deemed  qualified  by  the 
Secretary  of  HHS  and  under  a  business 
associate  agreement  to  carry  out  quality 
assessment/improvement,  medical 
audits,  utilization  review  or  to  provide 
accreditation  or  certification  of  health 
care  facilities  or  programs. 

7.  Records  may  be  disclosed  under  a 
business  associate  agreement  to 
individuals  or  authorized  organizations 
sponsored  by  IHS,  such  as  the  National 
Indian  Women’s  Resource  Center,  to 
conduct  analytical  and  evaluation 
studies. 

8.  Di.sclosure  may  be  made  to  a 
congressional  office  from  the  record  of 
an  individual  in  response  to  an  inquiry 
from  the  congressional  office  made  at 
the  request  of  that  individual.  An 
authorization.  Form  IHS-81().  is 
required  for  the  disclosure  of  sensitive 
PHI  (e.g.,  alcohol/drug  abuse  patient 
information.  Human  Immunodeficiency 
Virus/Acquirful  Immune  Deficiency 
Syndrome  (HIV/AIDS),  Sexually 
Transmitted  Diseases  (STDs),  or  mental 


health)  that  is  maintained  in  the 
medical  record. 

9.  Records  may  be  disclosed  for 
research  purposes  to  the  extent 
permitted  by: 

(a)  Determining  that  the  use(s)  or 
disclosure(s)  are  met  under  45  CFR 
164.512(1),  or 

(b)  Determining  that  the  use(s)  or 
disclosure(s)  are  met  under  45  CFR 
164.514(a)  through  (c)  for  de-identified 
PHI,  and  5  U.S.C.  552a(b)(5),  or 

(c)  Determining  that  the  requirements 
of  45  CFR  164.514(e)  for  limited  data 
sets,  and  5  U.S.C.  552a(b)(5)  are  met. 

10.  Information  from  records, 
including  but  not  limited  to  information 
concerning  the  commission  of  crimes, 
suspected  cases  of  abuse  (including 
child,  elder  and  sexual  abuse),  the 
reporting  of  neglect,  sexual  assault  or 
domestic  violence,  births,  deaths, 
alcohol  or  drug  abuse,  immunization, 
cancer,  or  the  occurrence  of 
communicable  diseases,  may  be 
disclosed  to  public  health  authorities, 
epidemiology  centers  established  and 
funded  under  25  U.S.C.  1621m.  and 
other  appropriate  government 
authorities  which  are  authorized  by 
applicable  Federal,  State, 'Tribal  or  local 
law  or  regulations  to  receive  such 
information. 

Note;  In  Federally  conducted  or  assisted 
alcohol  or  drug  abuse  programs,  under  42 
CP’R  part  2,  disclosure  of  patient  information 
for  purposes  of  criminal  investigations  must 
be  authorized  by  court  order  issued  under  42 
CFR  2.6.'),  except  that  reports  of  suspected 
child  abuse  may  be  made  to  the  appropriate 
State  or  local  authorities  under  State  law. 

11.  Information  may  be  disclo.sed 
from  these  records  regarding  suspected 
cases  of  child  abuse  to: 

(a)  Federal,  State  or  Tribal  agencies 
that  need  to  know  the  information  in  the 
performance  of  their  duties,  and 

(b)  Members  of  community  child 
protection  teams  for  the  purposes  of 
investigating  reports  of  suspected  child 
abuse,  establishing  a  diagnosis, 
formulating  or  monitoring  a  treatment 
plan,  and  making  recommendations  to 
the  appropriate  court.  Community  child 
protection  teams  are  comprised  of 
representatives  of  Tribes,  the  BIA,  child 
protection  service  agencies,  the  judicial 
svstem,  law  enforcement  agencies  and 
IHS. 

12.  IHS  may  disclose  information 
from  these  records  in  litigations  and/or 
proceedings  related  to  an  administrative 
claim  when: 

(a)  IHS  has  determined  that  the  use  of 
such  records  is  relevant  and  necessary 
to  the  litigation  and/or  proceedings 
related  to  an  administrative  claim  and 
would  help  in  the  effective 
representation  of  the  affected  party 


listed  in  subsections  (i)  through  (iv) 
below,  and  that  such  disclosure  is 
compatible  with  the  purpose  for  which 
the  records  were  collected.  Such 
disclosure  may  be  made  to  the  HHS/ 
OGC  and/or  Department  of  Justice 
(DOJ),  pursuant  to  an  agreement 
between  IHS  and  OGC,  when  any  of  the 
following  is  a  party  to  litigation  and/or 
proceedings  related  to  an  administrative 
claim  or  has  an  interest  in  the  litigation 
and/or  proceedings  related  to  an 
administrative  claim: 

(i)  HHS  or  any  component  thereof;  or 

(ii)  Any  HHS  employee  in  his  or  her 
official  capacity:  or 

(iii)  Any  HHS  employee  in  his  or  her 
individual  capacity  where  the  DOJ  (or 
HHS,  where  it  is  authorized  to  do  so) 
has  agreed  to  represent  the  employee;  or 

(iv)  The  United  States  or  any  agency 
thereof  (other  than  HHS)  where  HHS/ 
OGC  has  determined  that  the  litigation 
and/or  proceedings  related  to  an 
administrative  claim  is  likely  to  affect 
HHS  or  any  of  its  components. 

(b)  In  the  litigation  and/or 
proceedings  related  to  an  administrative 
claim  described  in  subsection  (a)  above, 
information  from  these  records  may  be 
disclosed  to  a  court  or  other  tribunal,  or 
to  another  party  before  such  tribunal  in 
response  to  an  order  of  a  court  or 
administrative  tribunal,  provided  that 
the  covered  entity  di.scloses  only  the 
information  expressly  authorized  by 
such  order. 

13.  Records  may  be  disclosed  under  a 
business  associate  agreement  to  an  IHS 
contractor  for  the  purpose  of 
computerized  data  entry,  medical 
transcription,  duplication  services,  or 
maintenance  of  records  contained  in 
this  system. 

14.  Records  may  be  disclosed  under  a 
personal  services  contract  or  other 
agreement  to  student  volunteers, 
individuals  working  for  IHS,  and  other 
individuals  performing  functions  for 
IHS  who  do  not  technically  have  the 
status  of  agency  employees,  if  they  need 
the  records  in  the  performance  of  their 
agency  functions. 

15.  Records  regarding  specific 
medical  services  provided  to  a 
unemancipated  minor  individual  may 
be  disclo.sed  to  the  unemancipated 
minor’s  parent  or  legal  guardian  who 
previously  consented  to  those  specific 
medical  services,  to  the  extent  permitted 
under  45  (^FR  164.5n2(g). 

16.  Records  may  hr  disclosed  to  an 
individual  having  authority  to  act  on 
behalf  of  an  incompetent  individual 
concerning  health  care  decisions,  to  ‘he 
extent  permitted  under  45  ('FR 
164.5()2(g). 

17.  Information  may  be  used  or 
disclosed  from  an  IHS  facility  directory 
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in  response  to  an  inquiry  about  a  named 
individual  from  a  member  of  the  general 
public  to  establish  the  individual’s 
presence  (and  location  when  needed  for 
visitation  purposes)  or  to  report  the 
individual’s  condition  while 
hospitalized  (e.g.,  satisfactory  or  stable), 
unless  the  individual  objects  to 
disclosure  of  this  information.  IHS  may 
provide  the  religious  affiliation  only  to 
members  of  the  clergy. 

18.  Information  may  be  disclosed  to  a 
relative,  a  close  personal  friend,  or  any 
dther  person  identified  by  the 
individual  that  is  directly  relevant  to 
that  person’s  involvement  with  the 
individual’s  care  or  payment  for  health 
care. 

Information  may  also  be  used  or 
disclosed  in  order  to  notify  a  family 
member,  personal  representative,  or 
other  persoq  responsible  for  the 
individual’s  care,  of  the  individual’s 
location,  general  condition  or  death. 

If  the  individual  is  present  for,  or 
otherwise  available  prior  to,  a  use  or 
disclosure,  and  is  competent  to  make 
health  care  decisions; 

(a)  May  use  or  disclose  after  the 
facility  obtains  the  individual’s  consent, 

(b)  Provides  the  individual  with  the 
opportunity  to  object  and  the  individual 
does  not  object,  or 

(c)  It  could  reasonably  infer,  based  on 
professional  judgment,  that  the 
individual  does  not  object. 

If  the  individual  is  not  present,  or  the 
opportunity  to  agree  or  object  cannot 
practicably  be  provicied  due  to 
incapacity  or  emergent  circumstances, 
an  IHS  herdth  care  provider  may 
determine,  based  on  professional 
judgment,  whether  disclosure  is  in  the 
individual’s  best  interest,  and  if  so,  may 
disclose  only  what  is  directly  relevant  to 
the  individual’s  health  care. 

19.  Information  concerning  exposure 
to  the  HIV  may  be  disclosed,  to  the 
extent  authorized  by  Federal,  State  or 
Tribal  law,  to  the  sexual  and/or  needle¬ 
sharing  partner(s)  of  a  subject  individual 
who  is  infected  with  HIV  under  the 
following  circumstances: 

(a)  The  information  has  been  obtained 
in  the  course  of  clinical  activities  at  IHS 
facilities; 

(h)  IHS  has  made  reasonable  efforts  to 
counsel  and  encourage  the  subject 
individual  to  provide  information  to  the 
individual’s  sexual  or  needle-sharing 
partner(s); 

(c)  IHS  determines  that  the  subject 
individual  is  unlikely  to  provide  the 
information  to  the  sexual  or  needle¬ 
sharing  partner(s)  or  that  the  provision 
of  such  information  cannot  reasonably 
be  verified: 

(d)  The  notification  of  the  partner(s)  is 
made,  whenever  possible,  by  the  subject 


individual’s  physician  or  by  a 
professional  counselor  and  shall  follow 
standard  counseling  practices:  and 

(e)  IHS  has  advised  the  partner(s)  to 
whom  information  is  disclosed  that  they 
shall  not  re-disclose  or  use  such 
information  for  a  purpose  other  than 
that  for  which  the  disclosure  was  made. 

20.  Records  may  he  disclosed  to 
Federal  and  non-F^deral  protection  and 
advocacy  organizations  that  serve  AI/ 

AN  for  the  purpose  of  investigating 
incidents  of  abuse  and  neglect  of 
individuals  with  developmental 
disabilities  (including  mental 
disabilities),  as  defined  in  42  U.S.C. 
10801-10805(a)(4)  and  42  CFR  51.41- 
46,  to  the  extent  that  such  disclosure  is 
authorized  by  law  and  the  conditions  of 
45  CFR  1386.22(a)(2)  are  met. 

21.  Records  of  an  individual  may  be 
disclosed  to  a  correctional  institution  or 
a  law  enforcement  official,  during  the 
period  of  time  the  individual  is  either 
an  inmate  or  is  otherwise  in  lawful 
custody,  for  the  provision  of  health  care 
to  the  individual  or  for  health  and  safety 
purposes.  Disclosure  may  he  made  upon 
the  representation  of  either  the 
institution  or  a  law  enforcement  official 
that  disclosure  is  necessary  for  the 
provision  of  health  care  to  the 
individual,  for  the  health  and  safety  of 
the  individual  and  others  (e.g.,  other 
inmates,  employees  of  the  correctional 
facility,  transport  officers),  and  for 
facility  administration  and  operations. 
This  routine  use  applies  only  for  as  long 
as  the  individual  remains  in  lawful 
custody,  and  does  not  apply  once  the 
individual  is  released  on  parole  or 
placed  on  either  probation  or  on 
supervised  release,  or  is  otherwise  no 
longer  in  lawful  custody. 

22.  Records  including  patient  name, 
date  of  birth,  SSN,  gender  and  other 
identifying  information  may  be 
disclosed  to  the  SSA  as  is  reasonably 
necessary  for  the  purpose  of  conducting 
an  electronic  validation  of  the  SSN(s) 
maintained  in  the  record  to  the  extent 
required  under  an  agreement  between 
IHS  and  SSA. 

23.  Disclosure  of  relevant  health  care 
information  may  be  made  to  funeral 
directors  or  representatives  of  funeral 
homes  in  order  to  allow  them  to  make 
necessary  arrangements  prior  to  and  in 
anticipation  of  an  individual’s 
impending  death. 

24.  Records  may  be  disclosed  to  a 
public  or  private  covered  entity  that  is 
authorized  by  law  or  charter  to  assist  in 
disaster  relief  efforts  (e.g.,  the  Red  Cross 
cind  the  Federal  Emergency  Management 
Administration),  for  purposes  of 
coordinating  information  with  other 
similar  entities  concerning  an 
individual’s  health  care,  payment  for 


health  care,  notification  of  the 
individual’s  whereabouts  and  his  or  her 
health  status  or  death. 

25.  To  appropriate  Federal  agencies 
and  Department  contractors  that  have  a 
need  to  know  the  information  for  the 
purpose  of  assisting  the  Department’s 
efforts  to  respond  to  a  suspected  or 
confirmed  breach  of  the  security  or 
confidentiality  of  information 
maintained  in  this  system  of  records, 
and  the  information  disclosed  is 
relevant  and  necessary  for  that 
assistance. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

File  folders,  ledgers,  card  files, 
microfiche,  microfilm,  computer  tapes, 
disk  packs,  digital  photo  discs,  and 
automated,  computer-based  or 
electronic  files. 

retrievability: 

Indexed  by  name,  record  number,  and 
SSN  and  cross-indexed. 

safeguards: 

Safeguards  apply  to  records  stored  on¬ 
site  and  off-site. 

1.  Authorized  Users:  Access  is  limited 
to  authorized  IHS  personnel,  volunteers, 
IHS  contractors,  subcontractors,  and 
other  business  associates  in  the 
performance  of  their  duties.  Examples  of 
authorized  personnel  include:  Medical 
records  personnel,  business  office 
personnel,  contract  health  staff,  health 
care  providers,  authorized  researchers, 
medical  audit  personnel,  health  care 
team  members,  and  legal  and 
administrative  personnel  on  a  need  to 
know  basis. 

2.  Physical  Safeguards:  Records  are 
kept  in  locked  metal  filing  cabinets  or 
in  a  secured  room  or  in  other  monitored 
areas  accessible  to  authorized  users  at 
all  times  when  not  actually  in  use 
during  working  hours  and  at  all  times 
during  non-working  hours.  Magnetic 
tapes,  disks,  other  computer  equipment 
(e.g.,  pc  workstations)  and  other  forms 
of  personal  data  are  stored  in  areas 
where  fire  and  life  safety  codes  are 
strictly  enforced.  Telecommunication 
equipment  (e.g.,  computer  terminal, 
servers,  modems  and  disks)  of  the 
Resource  and  Patient  Management 
System  (RPMS)  are  maintained  in 
locked  rooms  during  non-working 
hours.  Network  (Internet  or  Intranet) 
access  of  authorized  individual(s)  to 
various  automated  and/or  electronic 
programs  or  computers  (e.g.,  desktop, 
laptop,  handheld  or  other  computer 
types)  containing  protected  personal 
identifiers  or  PHI  is  reviewed 
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periodically  and  controlled  for 
authorizations,  accessibility  levels, 
expirations  or  denials,  including 
passwords,  encryptions  or  other  devices 
to  gain  access.  Combinations  and/or 
electronic  passcards  on  door  locks  are 
changed  periodically  and  whenever  an 
IHS  employee  resigns,  retires  or  is 
reassigned. 

3.  Procedural  Safeguards:  Within  each 
facility  a  list  of  personnel  or  categories 
of  personnel  having  a  demonstrable 
need  for  the  records  in  the  performance 
of  their  duties  has  been  developed  and 
is  maintained.  Procedures  have  been 
developed  and  implemented  to  review 
one-time  requests  for  disclosure  to 
personnel  who  may  not  be  on  the 
authorized  user  list.  Proper  charge-out 
procedures  are  followed  for  the  removal 
of  all  records  from  the  area  in  which 
they  are  maintained.  Records  may  not 
be  removed  from  the  facility  except  in 
certain  circumstances,  such  as 
compliance  with  a  valid  court  order  or 
shipment  to  the  Federal  Records 
Center(s).  Persons  who  have  a  need  to 
know  are  entrusted  with  records  from 
this  system  of  records  and  are  instructed 
to  safeguard  the  confidentiality  of  these 
records.  These  individuals  are  to  make 
no  further  disclosure  of  the  records 
except  as  authorized  by  the  system 
manager  and  permitted  by  the  Privacy 
Act  and  the  HIPAA  Privacy  Rule  as 
adopted,  and  to  destroy  all  copies  or  to 
return  such  records  when  the  need  to 
know  has  expired.  Procedural 
instructions  include  the  statutory 
penalties  for  noncompliance. 

The  following  automated  information 
systems  (AIS)  security  procedural 
safeguards  are  in  place  for  automated 
health  and  medical  records  maintained 
in  the  RPMS.  A  profile  of  automated 
systems  security  is  maintained.  Security 
clearance  procedures  for  screening 
individuals,  both  Government  and 
contractor  personnel,  prior  to  their 
participation  in  the  design,  operation, 
use  or  maintenance  of  IHS  AIS  are 
implemented.  The  use  of  current 
passwords  and  log-on  codes  are 
required  to  protect  sensitive  automated 
data  from  unauthorized  access.  Such 
passwords  and  codes  are  changed 
periodically.  An  automated  or  electronic 
audit  trail  is  maintained  and  reviewed 
periodically.  Only  authorized  IHS 
Division  of  Information  Resources  staff 
may  modify  automated  files  in  batch 
mode.  Personnel  at  remote  terminal 
sites  may  only  retrieve  automated  or 
electronic  data.  Such  retrievals  are 
password  protected.  Privacy  Act 
requirements,  HIPAA  Privacy  and 
Security  Rule  requirements  and 
specified  AIS  security  provisions  are 
specifically  included  in  contracts  and 


agreements  and  the  system  manager  or 
his/her  designee  oversee  compliance 
with  these  contract  requirements. 

4.  Implementing  Guidelines:  HHS 
Chapter  45-10  and  supplementary 
Chapter  PHS.hf:  45-10  of  the  General 
Administration  Manual;  HHS, 
“Automated  Information  Systems 
Security  Program  Handbook,”  as 
amended;  HHS  IRM  Policy  HHS-IRM- 
2000-0005,  “IRM  Policy  for  IT  Security 
for  Remote  Access”;  OMB  Circular  A- 
130  “Management  of  Federal 
Information  Resources”;  HIPAA 
Security  Standards  for  the  Protection  of 
Electronic  Protected  Health  Information, 
45  CFR  164.302  through  164.318;  and  E- 
Government  Act  of  2002  (Pub.  L.  107- 
347,  44  U.S.C.  Ch  36). 

RETENTION  AND  DISPOSAL: 

Patient  listings  which  may  identify 
individuals  are  maintained  in  IHS  Area 
and  Program  Offices  permanently. 
Inactive  records  are  held  at  the  facility 
that  provided  health  and  billing  services 
from  three  to  seven  years  and  then  are 
transferred  to  the  appropriate  Federal 
Records  Center  (FRC).  Monitoring  strips 
and  tapes  (e.g.,  fetal  monitoring  strips, 
EEG  and  EKG  tapes)  that  are  not  stored 
in  the  individual’s  official  medical 
record  are  stored  at  the  health  facility 
for  one  year  and  are  then  transferred  to 
the  appropriate  FRC.  (See  Appendix  2 
for  FRC  addresses).  In  accordance  with 
the  records  disposition  authority 
approved  by  the  Archivist  of  the  United 
States,  paper  records  are  maintained  for 
75  years  after  the  last  episode  of 
individual  care  except  for  billing 
records.  The  retention  and  disposal 
methods  for  billing  records  will  be  in 
accordance  with  the  approved  IHS 
Records  Schedule.  The  disposal 
methods  of  paper  medical  and  health 
records  will  be  in  accordance  with  the 
approved  IHS  Records  Schedule.  The 
electronic  data  consisting  of  the 
individual  personal  identifiers  and  PHI 
maintained  in  the  RPMS  or  any 
subsequent  revised  IHS  database  system 
should  be  inactivated  once  the  paper 
record  is  forwarded  to  the  appropriate 
FRC. 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

Policy  Coordinating  Official:  Director. 
OCPS,  IHS,  Reyes  Building,  801 
Thompson  Avenue,  Suite  300, 

Rockville,  Maryland,  20852-1627.  See 
Appendix  1.  The  IHS  Area  Office 
Directors,  Service  Unit  Directors/Chief 
Executive  Officers  and  Facility  Directors 
listed  in  Appendix  1  are  System 
Managers. 


NOTIFICATION  PROCEDURE: 

GENERAL  PROCEDURE: 

Requests  must  be  made  to  the 
appropriate  System  Manager  (IHS  Area, 
Program  Office  Director  or  Service  Unit 
Director/ Chief  Executive  Officer).  A 
subject  individual  who  requests  a  copy 
of,  or  access  to,  his  or  her  medical 
record  shall,  at  the  time  the  request  is 
made,  designate  in  writing  a  responsible 
representative  who  will  be  willing  to 
review  the  record  and  inform  the  subject 
individual  of  its  contents.  Such  a 
representative  may  be  an  IHS  health 
professional.  When  a  subject  individual 
is  seeking  to  obtain  information  about 
hirnself/herself  that  may  be  retrieved  by 
a  different  name  or  identifier  than  his/ 
her  current  name  or  identifier,  he/she 
shall  be  required  to  produce  evidence  to 
verify  that  he/she  is  the  person  whose 
record  he/she  seeks.  No  verification  of 
identity  shall  be  required  where  the 
record  is  one  that  is  required  to  be 
disclosed  under  the  Freedom  of 
Information  Act.  Where  applicable,  fees 
for  copying  records  will  be  charged  in 
accordance  with  the  schedule  set  forth 
in  45  CFR  part  5b. 

Requests  in  Person:  Identification 
papers  with  current  photographs  are 
preferred  but  not  required.  If  a  subject 
individual  has  no  identification  but  is 
personally  known  to  the  designated 
agency  employee,  such  employee  shall 
make  a  written  record  verifying  the 
subject  individual’s  identity.  If  the 
subject  individual  has  no  identification 
papers,  the  responsible  system  manager 
or  designated  agency  official  shall 
require  that  the  subject  individual 
certify  in  writing  that  he/she  is  the 
individual  whom  he/she  claims  to  be 
and  that  he/she  understands  that  the 
knowing  and  willful  request  or 
acquisition  of  records  concerning  an 
individual  under  false  pretenses  is  a 
criminal  offense  subject  to  a  $5,000  fine. 
If  an  individual  is  unable  to  sign  his/her 
name  when  required,  he/she  shall  make 
his/her  mark  and  have  the  mark  verified 
in  writing  by  two  additional  persons. 

Requests  by  Mail:  Written  requests 
must  contain  the  name  and  address  of 
the  requester,  his/her  date  of  birth  and 
at  least  one  other  piece  of  information 
that  is  also  contained  in  the  subject 
record,  and  his/her  signature  for 
comparison  purposes.  If  the  written 
request  does  not  contain  sufficient 
information,  the  System  Manager  shall 
inform  the  requester  in  writing  that 
additional,  specified  information  is 
required  to  process  the  request. 

Requests  by  Telephone:  Since  positive 
identification  of  the  caller  cannot  be 
established,  telephone  requests  are  not 
honored. 
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Parents,  Legal  Guardians  and  Personal 
Representatives:  Parents  of  minor 
children  and  legal  guardians  or  personal 
representatives  of  legally  incompetent 
individuals  shall  verify  their  own 
identification  in  the  manner  described 
above,  as  well  as  their  relationship  to 
the  individual  whose  record  is  sought. 

A  copy  of  the  child’s  birth  certificate  or 
court  order  establishing  legal 
guardianship  may  be  required  if  there  is 
any  doubt  regarding  the  relationship  of 
the  individual  to  the  patient. 

RECORD  ACCESS  PROCEDURES: 

Same  as  Notification  Procedures: 
Requesters  may  write,  call  or  visit  the 
last  IHS  facility  where  medical  care  was 
provided.  Requesters  should  also 
provide  a  reasonable  description  of  the 
record  being  sought.  Requesters  may 
also  request  an  accounting  of 
disclosures  that  have  been  made  of  their 
record,  if  any. 

Contesting  Record  Procedures: 
Requesters  may  write,  call  or  visit  the 
appropriate  IHS  Area/Program  Office 
Director  or  Service  Unit  Director/Chief 
Executive  Officer  at  his/her  address 
specified  in  Appendix  1,  and  specify  the 
information  being  contested,  the 
corrective  action  sought,  and  the 
reasons  for  requesting  the  correction, 
along  with  supporting  information  to 
show  how  the  record  is  inaccurate, 
incomplete,  untimely,  or  irrelevant. 

Record  source  categories:  Individual 
and/or  family  members,  IHS  health  care 
personnel,  contract  health  care 
providers.  State  and  local  health  care 
provider  organizations.  Medicare  and 
Medicaid  funding  agencies,  and  the 
SSA. 

SYSTEMS  EXEMPTED  FROM  CERTAIN  PROVISIONS 
OF  THE  ACT: 

None. 

Appendix  1 — System  Managers  and 
IHS  Locations  Under  Their  Jurisdiction 
Where  Records  Are  Maintained: 

Director,  Aberdeen  Area  Indian  Health 
Service,  Room  309,  Federal  Building,  115 
Fourth  Avenue,  SE,  Aberdeen,  South  Dakota 
57401. 

Director,  Cheyenne  River  Service  Unit, 
Eagle  Butte  Indian  Hospital,  P.O.  Box  1012, 
Eagle  Butte,  South  Dakota  57625. 

Director,  Crow  Creek  Service  Unit,  F’t. 
Thompson  Indian  Health  Center,  P.O.  Box 
200,  Ft.  Thompson,  South  Dakota  57339. 

Director,  Fort  Berthold  Service  Unit,  Fort 
Berthold  Indian  Health  Center,  P.O.  Box  400, 
New  Town,  North  Dakota  58763. 

Director,  Carl  T.  Curtis  Health  Center,  P.O. 
Box  250,  Macy,  Nebraska  68039. 

Director,  Fort  Totten  Service  Unit,  F'ort 
Totten  Indian  Health  Center,  P.O.  Box  200, 
Fort  Totten,  North  Dakota  58335. 

Director,  Kyle  Indian  Health  Center,  P.O. 
Box  540,  Kyle,  South  Dakota  57752. 


Director,  Lower  Brule  Indian  Health 
Center,  P.O.  Box  191,  Lower  Brule,  South 
Dakota  57548. 

Director,  McLaughlin  Indian  Health  Center, 
P.O.  Box  879,  McLaughlin,  South  Dakota 
57642. 

Director,  Omaha-Winnebago  Service  Unit, 
Winnebago  Indian  Hospital,  Winnebago, 
Nebraska  68071. 

Director,  Pine  Ridge  Service  Unit,  Pine 
Ridge  Indian  Hospital,  Pine  Ridge,  South 
Dakota  57770. 

Director,  Rapid  City  Service  Unit,  Rapid 
City  Indian  Hospital,  3200  Canyon  Lake 
Drive,  Rapid  City,  South  Dakota  57701. 

Director,  Rosebud  Service  Unit,  Rosebud 
Indian  Hospital,  Rosebud,  South  Dakota 
57570. 

Director,  Sisseton-Wahpeton  Service  Unit, 
Sisseton  Indian  Hospital,  P.O.  Box  189, 
Sisseton,  South  Dakota  57262. 

Director,  Standing  Rock  Service  Unit,  F’ort 
Yates  Indian  Hospital,  P.O.  Box  J,  Fort  Yates, 
North  Dakota  58538. 

Director,  Trenton-Williston  Indian  Health 
Center,  P.O.  Box  210,  Trenton,  North  Dakota 
58853. 

Director,  Turtle  Mountain  Service  Unit, 
Belcourt  Indian  Hospital,  P.O.  Box  160, 
Belcourt,  North  Dakota  58316. 

Director,  Wanblee  Indian  Health  Center, 

100  Clinic  Drive,  Wanblee,  South  Dakota 
57577. 

Director,  Yankton-Wagner  Service  Unit, 
Wagner  Indian  Hospital,  110  Washington 
Street,  Wagner,  South  Dakota  57380. 

Director,  Youth  Regional  Treatment  Center, 
P.O.  Box  68,  Mobridge,  South  Dakota  57601. 

Director,  Sac  &  Fox  Health  Center,  307 
Meskwaki  Road,  Tama,  Iowa  52339. 

Director,  Santee  Health  Center,  425  Frazier 
Avenue,  N  ST  Street  #2,  Niobrara,  Nebraska 
68760. 

Director,  Alaska  Area  Native  Indian  Health 
Service,  4141  Amba.ssador  Drive,  Suite  300, 
Anchorage,  Alaska  99508-5928. 

Director,  Albuquerque  Area  Indian  Health 
Service,  5300  Homestead  Road,  NE, 
Albuquerque,  New  Mexico  87110. 

Director,  Acoma-Canoncito-Laguna  Service 
Unit,  Acoma-Canoncito-Laguna  Indian 
Hospital,  P.O.  Box  130,  San  F’idel,  New 
Mexico  87049. 

Director,  To’Hajille  Health  Center,  P.O.  Box 
3528,  Canoncito,  New  Mexico  87026. 

Director,  New  Sunrise  Treatment  Center, 
P.O.  Box  219,  San  Fidel,  New  Mexico  87049. 

Director,  Albuquerque  Service  Unit, 
Albuquerque  Indian  Hospital,  801  Vassar 
Drive,  NE,  Albuquerque,  New  Mexico  87049. 

Director,  Albuquerque  Indian  Dental 
Clinic,  P.O.  Box  67830,  Albuquerque,  New 
Mexico  87193. 

Director,  Alamo  Navajo  Health  Center,  P.O. 
Box  907,  Magdalena,  New  Mexico  87825.’ 

Director,  Jemez  PHS  Health  Center,  P.O. 
Box  279,  Jemez,  New  Mexico  87024. 

Director,  Santa  Ana  PHS  Health  Center, 
P.O.  Box  37,  Bernalillo,  New  Mexico  87004. 

Director,  Sandia  PHS  Health  Center,  P.O. 
Box  6008,  Bernalillo,  New  Mexico  87004. 

Director,  Zia  PHS  Health  Center,  155 
Capital  Square,  Zia,  New  Mexico  87053. 

Director,  Santa  Fe  Service  Unit,  Santa  F'e 
Indian  Hospital,  1700  Cerrillos  Road,  Santa 
Fe,  New  Mexico  87501. 


Director,  Santa  Clara  Health  Center,  RR5, 
P.O.  Box  446,  Espanola,  New  Mexico  87532. 

Director,  San  Felipe  Health  Center,  P.O. 

Box  4344,  San  Felipe,  New  Mexico  87001. 

Director,  Cochiti  Health  Center,  P.O.  Box 
105,  255  Cochiti  Street,  Cochiti,  New  Mexico 
87072. 

Director,  Santo  Domingo  Health  Center, 
P.O.  Box  340,  Santo  Domingo,  New  Mexico 
87052. 

Director,  Southern  Colorado-Ute  Service 
Unit,  P.O.  Box  778,  Ignacio,  Colorado  81137. 

Director,  Ignacio  Indian  Health  Center,  P.O. 
Box  889,  Ignacio,  Colorado  81137. 

Director,  Towaoc  Ute  Health  Center, 
Towaoc,  Colorado  81334. 

Director,  Jicarilla  Indian  Health  Center, 

P.O.  Box  187,  Dulce,  New  Mexico  87528. 

Director,  Mescalero  Service  Unit, 

Mescalero  Indian  Hospital,  P.O.  Box  210, 
Mescalero,  New  Mexico  88340. 

Director,  Taos/Picuris  Indian  Health 
Center,  P.O.  Box  1956, 1090  Goat  Springs 
Road,  Taos,  New  Mexico  87571. 

Director,  Zuni  Service  Unit,  Zuni  Indian 
Hospital,  Zuni,  New  Mexico  87327. 

Director,  Pine  Hill  Health  Center,  P.O.  Box 
310,  Pine  Hill,  New  Mexico  87357. 

Director,  Bemidji  Area  Indian  Health 
Service,  522  Minnesota  Avenue,  NW., 
Bemidji,  Minnesota  56601. 

Director,  Red  Lake  Service  Unit,  PHS 
Indian  Hospital,  Highway  1,  Red  Lake, 
Minnesota  56671. 

Director,  Leech  Lake  Service  Unit,  PHS 
Indian  Hospital,  425  7th  Street,  NW.,  Cass 
Lake,  Minnesota  56633. 

Director,  White  Earth  Service  Unit,  PHS 
Indian  Hospital,  P.O.  Box  358,  White  Earth, 
Minnesota  56591. 

Director,  Billings  Area  Indian  Health 
Service,  P.O.  Box  36600,  2900  4th  Avenue 
North,  Billings,  Montana  59101. 

Director,  Blackfeet  Service  Unit,  Browning 
Indian  Hospital,  P.O.  Box  760,  Browning, 
Montana  59417. 

Director,  Heart  Butte  PHS  Indian  Health 
Clinic,  Heart  Butte,  Montana  59448. 

Director,  Crow  Service  Unit,  Crow  Indian 
Hospital,  Crow  Agency,  Montana  59022. 

Director,  Lodge  Grass  PHS  Indian  Health 
Center,  Lodge  Grass,  Montana  59090. 

Director,  Pryor  PHS  Indian  Health  Glinic, 
P.O.  Box  9,  Pryor,  Montana  59066. 

Director,  Fort  Peck  Service  Unit,  Poplar 
Indian  Hospital,  Poplar,  Montana  59255. 

Director,  Fort  Belknap  Service  Unit, 

Harlem  Indian  Hospital,  Harlem,  Montana 
59526. 

Director,  Hays  PHS  Indian  Health  Clinic, 
Hays,  Montana  59526. 

Director,  Northern  Cheyenne  Service  Unit, 
Lame  Deer  Indian  Health  Center,  Lame  Deer, 
Montana  59043. 

Director,  Wind  River  Service  Unit,  Fort 
Washakie  Indian  Health  Center,  Fort 
Washakie,  Wyoming  82514. 

Director,  Arapahoe  Indian  Health  Center, 
Arapahoe,  Wyoming  82510. 

Director,  Chief  Redstone  Indian  Health 
Center,  Wolf  Point,  Montana  59201. 

Director,  California  Area  Indian  Health 
Service,  John  E.  Moss  F’ederal  Building,  650 
Capitol  Mall,  Suite  7-100,  Sacramento, 
California  95814. 
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Director,  Nashville  Area  Indian  Health 
Service,  711  Stewarts  Ferry  Pike,  Nashville, 
Teitnessee  37214-2634. 

Director,  Cataw,ba  PHS  Indian  Nation  of 
South  Carolina,  P.O.  Box  188,  Catawba, 

South  Carolina  29704. 

Director,  Unity  Regional  Youth  Treatment 
Center,  P.O.  Box  C-201,  Cherokee,  North 
Carolina  28719; 

Director,  Navajo  Area  Indian  Health 
Service,  P.O.  Box  9020,  Highway  264, 
Window  Rock,  Arizona  86515-9020. 

Director,  Chinle  Service  Unit,  Chinie 
Comprehensive  Health  Care  Facility,  P.O. 
Drawer  PH,  Chinle,  Arizona  86503. 

Director,  Tsaile  Health  Center,  P.O.  Box 
467,  Navajo  Routes  64  and  12,  Tsaile, 

Arizona  86556. 

Director,  Rock  Point  Field  Clinic,  do 
Tsaile  Health  Center,  P.O.  Box  647,  Tsaile, 
Arizona  86557. 

Director,  Pinon  Health  Station,  Pinon, 
Arizona  86510. 

Director,  Crownpoint  Service  Unit, 
Crownpoint  Comprehensive  Health  Care 
Facility,  P.O.  Box  358,  Crownpoint,  New 
Mexico  87313. 

Director,  Pueblo  Pintado  Health  Station, 
c/o  Crownpoint  Comprehensive  Health  Care 
Facility,  P.O.  Box  358,  Crownpoint,  New 
Mexico  87313. 

Director,  Fort  Defiance  Service  Unit,  F’ort 
Defiance  Indian  Hospital,  P.O.  Box  649, 
Intersection  of  Navajo  Routes  N12  and  N7, 
Fort  Defiance,  Arizona  86515. 

Director,  Nahata  Dziil  Health  Center,  P.O. 
Box  125,  Sanders,  Arizona  86512. 

Director,  Gallup  Service  Unit,  Callup 
Indian  Medical  Center,  P.O.  Box  1337, 
Nizhoni  Boulevard,  Gallup,  New  Mexico 
87305. 

Director,  Tohatchi  Indian  Health  Center, 
P.O.  Box  142,  Tohatchi,  New  Mexico  87325. 

Director,  Ft.  Wingate  Health  Station,  c/o 
Gallup  Indian  Medical  Center,  P.O.  Box  1337, 
Gallup,  New  Mexico  87305. 

Director,  Kayenta  Service  Unit,  Kayenta 
Indian  Health  Center,  P.O.  Box  368,  Kayenta, 
Arizona  86033. 

Director,  Inscription  House  Health  Center, 
P.O.  Box  7397,  Shonto,  Arizona  86054. 

Director,  Dennehotso  Clinic,  c/o  Kayenta 
Health  Center,  P.O.  Box  368,  Kayenta, 
Arizona  86033. 

Director,  Shiprock  Service  Unit,  Northern 
Navajo  Medical  Center,  P.O.  Box  160,  U.S. 
Hwy  491  North,  Shiprock,  New  Mexico 
87420. 

Director,  Dzillh-Na-O-Dith-Hle  Indian 
Health  Center,  6  Road  7586,  Bloomfield,  New 
Mexico  87413. 

Director,  Teecnospos  Health  Center,  f*.0. 
Box  103,  N5114  BIA  School  Road, 
Teecnospos,  Arizona  86514. 

Director,  Sanostee  Health  Station,  c/o 
Northern  Navajo  Medical  Center,  P.O.  Box 
160,  Shiprock,  New  Mexico  87420. 

Director,  Toadlena  Health  Station,  c/o 
Northern  Navajo  Medical  Cienter,  P.O.  Box 
160,  Shiprock,  New  Mexico  87420. 

Director,  Teen  Life  Center,  c/o  Northern 
Navajo  Medical  Center,  P.O.  Box  160, 
Shiprock,  New  Mexico  87420. 

Director,  Oklahoma  City  Area  Indian 
Health  Service,  Five  Corporation  Plaza.  3625 
NW  56th  Street,  Oklahoma  City.  Oklahoma 
73112. 


Director,  Claremore  Service  Unit, 

Claremore  Comprehensive  Indian  Health 
F’acility,  West  Will  Rogers  Boulevard  and 
Moore,  Claremore,  Oklahoma  74017. 

Director,  Clinton  Service  Unit,  Clinton 
Indian  Hospital,  Route  1,  P.O.  Box  3060, 
Clinton,  Oklahoma  73601-9303. 

Director,  El  Reno  PHS  Indian  Health 
Clinic,  1631A  E.  Highway  66,  El  Reno, 
Oklahoma  73036. 

Director,  Watonga  Indian  Health  Center, 
Route  1,  Box  34-A,  Watonga,  Oklahoma 
73772. 

Director,  Haskell  Service  Unit,  PHS  Indian 
Health  Center,  2415  Massachusetts  Avenue, 
Lawrence,  Kansas  66044. 

Director,  Lawton  Service  Unit,  Lawton 
Indian  Hospital,  1515  Lawrie  Tatum  Road, 
Lawton,  Oklahoma  73501. 

Director,  Anadarko  Indian  Health  Center, 
P.O.  Box  828,  Anadarko,  Oklahoma  73005. 

Director,  Carnegie  Indian  Health  Center, 
P.O.  Box  1120,  Carnegie,  Oklahoma  73150. 

Director,  Holton  Service  Unit,  PHS  Indian 
Health  Center,  100  West  6th  Street,  Holton, 
Kansas  66436. 

Director.  Pawnee  Service  Unit,  Pawnee 
Indian  Service  Center,  RR2,  Box  1,  Pawnee, 
Oklahoma  74058-9247. 

Director,  Pawhuska  Indian  Health  Center, 
715  Grandview,  Pawhuska,  Oklahoma  74056. 

Director,  Tahlequah  Service  Unit,  W.  W. 
Hastings  Indian  Hospital,  100  S.  Bliss, 
Tahlequah,  Oklahoma  74464. 

Director,  Wewoka  Indian  Health  Center, 
P.O.  Box  1475,  Wewoka,  Oklahoma  74884. 

Director,  Phoenix  Area  Indian  Health 
Service,  Two  Renaissance  Square,  40  North 
Central  Avenue,  Phoenix,  Arizona  85004. 

Director,  Colorado  River  Service  Unit, 
Chemehuevi  Indian  Health  Clinic,  P.O.  Box 
1858,  Havasu  Landing,  California  92363. 

Director,  Colorado  River  Service  Unit, 
Havasupai  Indian  Health  Station,  P.O.  Box 
129,  Supai,  Arizona  86435. 

Director,  Colorado  River  Servdce  Unit, 
Parker  Indian  Health  Center,  12033  Agency 
Road,  Parker,  Arizona  85344. 

Director,  Colorado  River  Service  Unit, 
Peach  Springs  Indian  Health  Center,  P.O.  Box 
190,  Peach  Springs,  Arizona  86434. 

Director,  Colorado  River  Service  Unit, 
Sherman  Indian  High  School,  9010  Magnolia 
Avenue,  Riverside,  California  92503. 

Director,  Elko  Service  Unit,  Newe  Medical 
Clinic,  400  “A”  Newe  View,  Ely,  Nevada 
89301. 

Director,  Elko  Service  Unit,  Southern 
Bands  Health  Center,  515  Shoshone  Circle, 
Elko,  Nevada  89801. 

Director,  F’ort  Yuma  Service  Unit,  Fort 
Yuma  Indian  Hospital,  P.O.  Box  1368,  Fort 
Yuma,  Arizona  85366. 

Director,  Kearns  Canyon  Service  Unit,  Hopi 
Health  Care  Center,  P.O.  Box  4000,  Polacca, 
Arizona  86042. 

Director,  Schurz  Service  Unit,  Schurz 
Service  Unit  Administration,  Drawer  A, 
Schurz,  Nevada  89427. 

Director,  Fort  McDermitt  Clinic,  P.O.  Box 
315,  McDermitt,  Nevada  89421. 

Director,  Phoenix  Service  Unit,  Phoenix 
Indian  Medical  Center,  4212  North  16th 
Street,  Phoenix,  Arizona  85016. 

Director,  Phoenix  Service  Unit.  Salt  River 
Health  Center,  10005  East  Osborn  Road, 
Scottsdale,  Arizona  85256. 


Director,  San  Carlos  Service  Unit,  Bylas 
Indian  Health  Center,  P.O.  Box  208,  Bylas, 
Arizona  85550. 

Director,  San  Carlos  Service  Unit,  San 
Carlos  Indian  Hospital,  P.O.  Box  208,  San 
Carlos,  Arizona  85550. 

Director,  Unitah  and  Ouray  Service  Unit, 
Fort  Duchesne  Indian  Health  Center,  P.O. 

Box  160,  Ft.  Duchesne,  Utah  84026. 

Director,  Whiteriver  Service  Unit,  Cibecue 
Health  Center,  P.O.  Box  37,  Cibecue,  Arizona 
85941. 

Director,  Whiteriver  Service  Unit, 
Whiteriver  Indian  Hospital,  P.O.  Box  860, 
Whiteriver,  Arizona  85941. 

Director,  Desert  Vision  Youth  Wellness 
Center/RTC,  P.O.  Box  458,  Sacaton,  AZ 
85247. 

Director,  Portland  Area  Indian  Health 
Service,  Room  476,  F’ederal  Building,  1220 
Southwest  Third  Avenue,  Portland,  Oregon 
97204-2829. 

Director,  Colville  Service  Unit,  Colville 
Indian  Health  Center,  P.O.  Box  71 — Agency 
Campus,  Nespelem,  Washington  99155. 

Director,  Fort  Hall  Service  Unit,  Not-Tsoo 
Gah-Nee  Health  Center,  P.O.  Box  717,  Fort 
Hall,  Idaho  83203. 

Director,  Neah  Bay  Service  Unit,  Sophie 
Trettevick  Indian  Health  Center,  P.O.  Box 
410,  Neah  Bay,  Washington  98357. 

Director,  Warm  Springs  Service  Unit, 

Warm  Springs  Indian  Health  Center,  P.O.  Box 
1209,  Warm  Springs,  Oregon  97761. 

Director,  Wellpinit  Service  Unit,  David  C. 
Wynecoop  Memorial  Clinic,  P.O.  Box  357, 
Wellpinit,  Washington  99040. 

Director,  Western  Oregon  Service  Unit, 
Chemawa  Indian  Health  Center,  3750 
Chemawa  Road,  NE,  Salem,  Oregon  97305- 
1198. 

Director,  Yakama  Service  Unit,  Yakama 
Indian  Health  Center,  401  Buster  Road, 
Toppenish,  Washington  98948. 

Director,  Tucson  Area  Indian  Health 
Service,  7900  South  “J”  Stock  Road,  Tucson, 
Arizona  85746-9352. 

Director,  Pascua  Yaqui  .Service  Unit, 
Division  of  Public  Health,  7900  South  “J” 
Stock  Road,  Tucson,  Arizona  85746. 

Director,  San  Xavier  Indian  Health  Center, 
7900  South  “J”  Stock  Road.  Tucson,  Arizona 
85746. 

Director,  Sells  Service  Unit,  Santa  Rosa 
Indian  Health  Center,  HCOl,  P.O.  Box  8700, 
Sells,  Arizona  85634. 

Director,  Sells  Service  Unit,  Sells  Indian 
Hospital,  P.O.  Box  548,  Sells,  Arizona  85634. 

Director,  Sells  Service  Unit,  West  Side 
Health  Station,  P.O.  Box  548,  Sells,  Arizona 
85634. 

Appendix  2 — Federal  Archive.s  and 
Records  Centers 

District  of  Columbia,  Maryland  E.xcept  U.S. 
Court  Records  for  Maryland.  Washington 
National  Records  Center,  4205  Suitland 
Road,  Suitland,  Maryland  20746-8001. 

Connecticut,  Maine,  Massachusetts,  New 
Hampshire,  Rhode  Island,  and  Vermont, 
Federal  Archives  and  Records  Center, 
Frederick  C.  Murphy  Federal  Center,  380 
Trapelo  Road,  Waltham,  Massachusetts 
02452-6399. 

Northeast  Region.  Federal  Archives  and 
Records  Center,  10  Conte  Drive.  Pittsfield, 
Massachusetts  01201-8230. 
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Mid-Atlantic  Region  and  Pennsylvania, 
Federal  Archives  and  Records  Center,  14700 
Townsend  Road,  Philadelphia,  Pennsylvania 
19154-1096. 

Alabama,  Florida,  Georgia,  Kentucky, 
Mississippi,  North  Carolina,  South  Carolina, 
and  Tennessee,  Federal  Archives  and 
Records  Center,  1557  St.  Joseph  Avenue,  East 
Point,  Georgia  30344-2593. 

Illinois,  Indiana,  Michigan,  Minnesota, 
Ohio  and  Wisconsin  and  U.S.  Court  Records 
for  the  mentioned  States,  F’ederal  Archives 
and  Records  Center,  7358  South  Pulaski 
Road,  Chicago,  Illinois  60629—5898. 

Michigan,  Except  U.S.  Court  Records, 
Federal  Records  Center,  3150  Springboro 
Road,  Davton,  Ohio  45439—1883. 

Kansas,  Iowa,  Missouri  and  Nebraska,  and 
U.S.  Court  Records  for  the  mentioned  States, 
Federal  Archives  and  Records  Center,  2312 
East  Bannister  Road,  Kansas  City,  Missouri 
64131-3011. 

New  Jersey,  New  York,  Puerto  Rico,  and 
the  U.S.  Virgin  Islands,  and  U.S.  Court 
Records  for  the  mentioned  States  and 
territories,  200  Space  Center  Drive,  Lee’s 
Summit,  Missouri  64064-1182. 

Arkansas,  Louisiana,  Oklahoma  and  Texas, 
and  U.S.  Courts  Records  for  the  mentioned 
States,  Federal  Archives  and  Records  Center, 
P.O.  Box  6216,  Ft.  Worth,  Texas  76115-0216. 

Colorado,  Wyoming,  Utah,  Montana,  New 
Mexico,  North  Dakota,  and  South  Dakota, 
and  U.S.  Courts  Records  for  the  mentioned 
States,  Federal  Archives  and  Records  Center, 
P.O.  Box  25307,  Denver,  Colorado  80225- 
0307. 

Northern  California  Except  Southern 
California,  Hawaii,  and  Nevada  Except  Clark 
County,  the  Pacific  Trust  Territories,  and 
American  Samoa,  and  U.S.  Courts  Records 
for  the  mentioned  States  and  territories. 
Federal  Archives  and  Records  Center,  1000 
Commodore  Drive,  San  Bruno,  California 
94066-2350. 

Arizona,  Southern  California,  and  Clark 
County,  Nevada,  and  U.S.  Courts  Records  for 
the  mentioned  States,  Federal  Archives  and 
Records  Center,  23123  Cajalco  Road,  Perris, 
California  93570-7298. 

Washington,  Oregon,  Idaho  and  Alaska, 
and  U.S.  Courts  Records  for  the  mentioned 
States,  Federal  Archives  and  Records  Center, 
6125  Sand  Point  Way  NE,  Seattle, 
Washington  98115-7999. 

[FR  Doc.  E8-27708  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4165-16-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Alcohol  Abuse 
and  Alcoholism;  Notice  of  Closed 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  the  following 
meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 


provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  on 
Alcohol  Abuse  and  Alcoholism  Special 
Emphasis  Panel;  AA-1  Member  Conflict 
Review. 

Date:  January  21,  2009. 

Time:  1  p.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health, 
National  Institute  on  Alcohol  Abuse  and 
Alcoholism,  5635  Fishers  Lane,  2085, 
Rockville,  MD  20852,  (Telephone  Conference 
Call). 

Contact  Person:  Abraham  P.  Bautista,  PhD, 
Chief,  Extramural  Project  Review  Branch, 
National  Institute  on  Alcohol  Abuse  & 
Alcoholism.  National  Institutes  of  Health, 
5635  Fishers  Lane,  Rrn  3039,  Rockville,  MD 
20852,  301-44.3-9737, 
bautista@mail.  nih  .gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.271,  Alcohol  Research 
Career  Development  Awards  for  Scientists 
and  Clinicians;  93.272,  Alcohol  National 
Research  Service  Awards  for  Research 
Training;  93.273,  .Vlcohol  Research  Programs; 
93.891.  Alcohol  Research  Center  Grants, 
National  Institutes  of  Health,  HHS) 

Dated:  November  13,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27528  Filed  11-20-08;  8:45  am] 

BILLING  CODE  4140-01-M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Drug  Abuse; 
Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  a  meeting  of  tlie 
Board  of  Scientific  Counselors,  NIDA. 

The  meeting  will  be  closed  to  the 
public  as  indicated  below  in  accordance 
with  the  provisions  set  forth  in  section 
552b(c)(6),  Title  5  U.S.C.,  as  amended 
for  the  review,  discussion,  and 
evaluation  of  individual  intramural 
programs  and  projects  conducted  by  the 
National  Institute  on  Drug  Abuse, 
including  consideration  of  personnel 
qualifications  and  performance,  and  the 
competence  of  individual  investigators, 


the  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  Board  of  Scientific 
Counselors,  NIDA. 

Date:  December  18,  2008. 

Time:  8:30  a.m.  to  5:30  p.m. 

Agenda:  To  review  and  evaluate  personal 
qualifications  and  performance,  and 
competence  of  individual  investigators. 

Place:  Intramural  Research  Program, 
National  Institute  on  Drug  Abuse,  NIH,  Johns 
Hopkins  Bayview  Campus,  Baltimore,  MD 
21224. 

Contact  Person:  Stephen  J.  Heishman,  PhD, 
Research  Psychologist,  Clinical 
Pharmacology  Branch,  Intramural  Research 
Program,  National  Institute  on  Drug  Abuse, 
National  Institutes  of  Health,  DHHS,  5500 
Nathan  Shock  Drive,  Baltimore,  MD  21224, 
(410)550-1547. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.279,  Drug  Abuse  and 
Addiction  Research  Programs,  National 
Institutes  of  Health,  HHS) 

Dated:  November  13,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27529  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4140-01-M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  on  Drug  Abuse; 
Notice  of  Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  the  following 
meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  contract  proposals  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  contract 
proposals,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy.  > 

Name  of  Com.mittee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel: 
Electronic  Drug  Abuse  Treatment  Referral 
Systems  for  Physicians. 

Date:  December  4,  2008. 

Time:  9:30  a.m.  to  12  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
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National  Institute  on  Drug  Abuse,  NIH, 

DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  If33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel,  Virtual 
Reality  Simulations  to  Train  Caregivers/ 
Providers. 

Date:  December  4,  2008. 

Time:  1:30  p.m.  to  3:30  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  If33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel;  Design 
and  Synthesis  of  Treatment  Agents  for  Drug 
Abuse. 

Date;  December  10,  2008. 

Time:  9:30  a.m.  to  11:30  a.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401.  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel;  Web 
Based  Cognitive/Neuropsychological  Testing 
for  Substance  Abuse. 

Date:  December  12,  2008. 

Time:  9:30  a.m.  to  11:30  a.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel; 
Development  of  Therapeutic  Agents  for 
Substance  Use  Disorders. 

Date:  December  16,  2008. 

Time:  9:30  a.m.  to  11:30  a.m. 

Agenda;  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852. 
(Telephone  Conference  Call) 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel; 
Pharmaceutical  Approaches  for  Development 
of  Pharmacotherapies  for  Drug  Addiction. 


Date:  December  17,  2008. 

Time:  9:30  a.m.  to  11:30  a.m. 

Agenda;  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse,  Special  Emphasis  Panel, 
Screening,  Chmacterization  and  Validation 
Assays  for  Protein  Capture  Reagents. 

Date:  December  18,  2008. 

Time:  9:30  a.m.  to  11:30  a.m. 

Agenda:  To  review  and  evaluate  contract 
Proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel;  Rapid 
Assessment  Tools  of  Sexual  and  Drug  Use 
Risk  Behaviors. 

Date:  January  8,  2009. 

Time:  9  a.m.  to  12  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  Courtyard  by  Marriott  Rockville, 
2500  Research  Boulevard,  Rockville,  MD 
20850. 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel;  Tool 
Development  for  New  or  Improved  Capture 
Reagents. 

Date:  January  9,  2009. 

Time:  9:30  a.m.  to  11:30  a.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  National  Institutes  of  Health,  6101 
Executive  Boulevard,  Rockville,  MD  20852 
(Telephone  Conference  Call). 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel; 
Development  of  Science  Education  Materials 
or  Programs. 

Date:  January  13,  2009. 

Time:  9  a.m.  to  2  p.m. 

Agenda;  To  review  and  evaluate  contract 
proposals. 

Place:  Courtyard  by  Marriott  Rockville, 
2500  Research  Boulevard,  Rockville.  MD 
20850. 


Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

Name  of  Committee:  National  Institute  on 
Drug  Abuse  Special  Emphasis  Panel; 
Instrument  Development. 

Date;  January  15,  2009. 

Time:  9  a.m.  to  12  p.m. 

Agenda:  To  review  and  evaluate  contract 
proposals. 

Place:  Courtyard  by  Marriott  Rockville, 
2500  Research  Boulevard,  Rockville,  MD 
20850. 

Contact  Person:  Lyle  Furr,  Contract  Review 
Specialist,  Office  of  Extramural  Affairs, 
National  Institute  on  Drug  Abuse,  NIH, 
DHHS,  Room  220,  MSC  8401,  6101  Executive 
Boulevard,  Bethesda,  MD  20892-8401,  (301) 
435-1439,  lf33c.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.279,  Drug  Abuse  and 
Addiction  Research  Programs,  National 
Institutes  of  Health,  HHS) 

Dated:  November  13,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27530  Filed  11-20-08;  8:45  am] 
BILLING  CODE  41 40-01 -M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Substance  Abuse  and  Mental  Health 
Services  Administration 

Agency  information  Coiiection 
Activities:  Proposed  Coiiection; 
Comment  Request 

In  compliance  with  Section 
3506(c)(2)(A)  of  the  Paperwork 
Reduction  Act  of  1995  concerning 
opportunity  for  public  comment  on 
proposed  collections  of  information,  the 
Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMHSA) 
will  publish  periodic  summaries  of 
proposed  projects.  To  request  more 
information  on  the  proposed  projects  or 
to  obtain  a  copy  of  the  information 
collection  plans,  call  the  SAMHSA 
Reports  Clearance  Officer  on  (240)  276- 
1243. 

Comments  are  invited  on:  (a)  Whether 
the  proposed  collections  of  information 
are  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  shall  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  proposed  collection 
of  information:  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (d) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on 
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respondents,  including  through  the  use 
of  automated  collection  techniques  or 
other  forms  of  information  technology. 

Proposed  Pro|ect:  Evaluation  of 
Networking  Suicide  Prevention 
Hotlines — Revision  (OMB  No.  0930- 
0274) 

This  proposed  project  revision 
includes  the  continuation  of  two 
previously  approved  data  collection 
activities  [Evaluation  of  Networking 
Suicide  Prevention  Hotlines  Follow-Up 
Assessment  (OMB  No.  0930-0274)  and 
Call  Monitoring  of  National  Suicide 
Prevention  Lifeline  Form  (OMB  No. 
0930-0275)],  and  a  revision  to  expand 
the  scope  of  the  ongoing  evaluation  in 
an  effort  to  advance  the  understanding 
of  crisis  hotline  utilization  and  its 
impact.  The  Substance  Abuse  and 
Mental  Health  Services 
Administration’s  (SAMHSA),  Center  for 
Mental  Health  Services  (CMHS)  funds  a 
National  Suicide  Prevention  Lifeline 
Network  (NSPL),  consisting  of  two  toll- 
free  telephone  numbers  that  routes  calls 
from  anywhere  in  the  United  States  to 
•  a  network  of  local  crisis  centers.  In  turn, 
the  local  centers  link  callers  to  local 
emergency,  mental  health,  and  social 
service  resources. 

The  overarching  purpose  of  the 
proposed  Evaluation  of  the  Networking 
Suicide  Prevention  Hotlines — Revision 
is  to  (1)  continue  to  monitor  and  ensure 
quality  of  calls  and  gather  follow-up 
information  from  the  callers  themselves, 
(2)  expand  the  number  of  centers 
participating  in  order  to  assess  whether 
the  two  national  suicide  prevention 
hotline  numbers  (i.e.,  1-800-2 7 3-TALK 
and  1-800-SUICIDE)  reach  similar  or 
complimentary  populations  of  at  risk 
callers,  and,  (3)  to  evaluate  additional 
but  related  activities  (e.g.,  motivational 
interviewing  and  safety  planning) 
recently  funded  through  a  new 
cooperative  agreement  between 
SAMHSA  and  crisis  hotline  centers  in 
the  NSPL.  In  total  this  effort  proposed 
evaluation  includes  six  data  collection 
activities. 

Clearance  is  being  requested  to 
continue  the  following  two  previously 
approved  data  collection  Activities  to 
continue  call  quality  monitoring  and 
caller  follow-up  assessment  activities. 
The  number  of  centers  proposed  to 
participate  in  these  continuing  activities 
is  sufficient  to  address  the  additional 
question  related  to  use  of  the  two 
existing  hotline  numbers. 

(1)  To  ensure  quality,  the  vast 
majority  of  crisis  centers  conduct  on-site 
monitoring  of  selected  calls  by 
supervisors  or  trainers  using 
unobtrusive  listening  devices.  To 
monitor  the  quality  of  calls  and  to 


inform  the  development  of  training  for 
networked  crisis  centers,  the  national 
Suicide  Prevention  Lifeline  proposes  to 
remotely  monitor  calls  routed  to  sixteen 
crisis  centers  during  the  shifts  of 
consenting  staff.  The  procedures  are 
anonymous  in  that  neither  staff  nor 
callers  will  be  identified  on  the  Call 
Monitoring  Form.  The  monitor,  a 
trained  crisis  worker,  will  code  the  type 
of  problem  presented  by  the  caller,  the 
elements  of  a  suicide  risk  assessment 
that  are  completed  by  the  crisis  worker 
as  well  as  what  action  plan  is  developed 
with  and/or  what  referral(s)  are 
provided  to  the  caller.  No  centers  will 
be  identified  in  the  reports. 

During  the  shifts  of  consenting  crisis 
staff,  a  recording  will  inform  callers  that 
some  calls  may  be  monitored  for  quality 
assurance  purposes.  Previous 
comparisons  of  matched  centers  that  did 
and  did  not  play  the  recordings  found 
no  difference  in  hang-up  rates  before  the 
calls  were  answered  or  within  the  first 
15  seconds  of  the  calls. 

The  18  centers  to  be  monitored  are 
selected  based  on  the  geographic 
region(s)  they  serve  and  center  call 
volume.  A  total  of  1,320  calls  will  be 
monitored  during  year  1  of  the  proposed 
3-year  clearance  period. 

(2)  With  input  from  multiple  experts 
in  the  field  of  suicide  prevention,  a 
telephone  interview  survey  was  created 
to  collect  data  on  follow-up  assessments 
from  consenting  individuals  calling  the 
Lifeline  network. 

During  year  1  of  the  proposed  3-year 
clearance  period,  a  total  of  1,095  callers 
will  be  recruited  from  18  of  the 
approximately  100  crisis  hotline  centers 
that  participate  in  the  Lifeline  network. 
Trained  crisis  workers  will  conduct  the 
follow-up  assessment  (“Crisis  Hotline 
Telephone  Follow-Up  Assessment”) 
within  one  month  of  the  initial  call. 
Assessments  will  be  conducted  only  one 
time  for  each  client.  Strict  measures  to 
ensure  confidentiality  will  be  followed. 

The  resulting  data  will  measure  (a) 
suicide  risk  status  at  the  time  and  since 
the  call,  (b)  depressive  symptoms  at 
follow-up,  (c)  service  utilization  since 
the  call,  (d)  barriers  to  service  access, 
and  (e)  the  client’s  perception  of  the 
efficacy  of  the  hotline  intervention. 

Clearance  is  also  being  requested  for 
four  new  activities  that  are  being 
proposed  to  evaluate  the  process  and 
impact  of  motivational  training  and 
safety  planning  (MI/SP)  with  callers 
who  have  expressed  suicidal  desire. 

Five  centers  will  train  counselors  to 
implement  an  intervention  with  callers 
during  the  initial  call  to  a  center,  which 
incorporates  aspects  of  motivational 
interviewing  and  safety  planning  (MI/ 
SP)  and  utilizes  an  evidence-based 


practice  model  to  provide  follow-up  to 
callers  who  have  expressed  a  suicidal 
desire.  An  assessment  of  MI/SP  fidelity 
and  process  measures  will  be 
incorporated  into  the  design  through  the 
observation  of  calls  via  silent 
monitoring  and  the  administration  of 
two  self-administered  questionnaires  to 
crisis  center  counselors.  The  impact 
assessment  of  MI/SP  counselor  training 
will  include  silent  monitoring  of  calls 
and  follow-up  telephone  interviews 
with  callers  to  assess  their  emotions  and 
behaviors  following  their  interaction 
with  the  MI/SP  trained  counselor. 

(1)  The  “MI/SP  Counselor  Attitude 
Questionnaire”  attitude  questionnaire 
will  be  administered  to  counselors  at 
the  conclusion  of  their  MI/SP  training 
and  be  used  as  a  possible  predictor  of 
fidelity  of  the  M1//SP  intervention. 
Information  to  be  gathered  includes  (a) 
counselors’  views  of  the  applicability  of 
the  MI/SP  for  preparing  them  to  conduct 
safety  planning  and  follow  up  with 
callers;  (b)  possible  anticipated 
challenges  (i.e.,  impeding  factors)  to 
applying  the  MI/SP  training  in  their 
centers:  (c)  the  relationship  of  the  Ml/ 

SP  model  to  their  centers;  (d)  the  extent 
to  which  individuals  have  time,  energy, 
and  mental  space  in  their  work  lives  to 
make  changes  required  to  transfer 
learning  on  the  job;  (e)  the  degree  to 
which  training  has  been  designed  and 
delivered  to  give  trainees  the  ability  to 
transfer  learning  to  the  job;  (f)  how  well 
training  instructions  match  job 
requirements;  (g)  the  extent  to  which 
trainees  are  provided  with  or  obtain 
adequate  resources  to  enable  them  to 
use  training  on  the  job;  (h)  impeding 
and  facilitating  factors;  and  (i)  attitudes 
about  counselors’  self-efficacy  to  use 
MI/SP  and  views  on  its  utility.  It  is 
expected  that  a  total  of  225  counselors 
will  be  trained  over  the  course  of  3  years 
in  an  effort  to  maintain  175  counselors 
at  any  given  time.  Thus,  a  total  of  225 
counselors  are  expected  to  complete  this 
questionnaire  during  the  3-year  data 
collection  period. 

(2)  Research  monitors,  trained  crisis 
counselors  not  affiliated  with  the 
centers  in  the  project,  will  access  a 
remote  “real-time”  monitoring  system 
through  the  Internet  to  conduct  silent 
monitoring.  Monitors  will  complete  the 
“MI/SP  Silent  Monitoring  Form,”  to 
gather:  (a)  Call  specifics  for  each  call 
such  as  date,  time,  and  length;  (b) 
suicide  risk  status  of  the  caller;  (c) 
information  on  elements  of  safety 
planning,  such  as  making  the 
environment  safe  and  identifying 
triggers  that  led  to  the  caller’s 
suicidality;  (d)  types  of  referrals  the 
counselor  gave  and  to  what  services;  (e) 
ratings  of  counselor  behaviors  and  caller 
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behavioral  changes  that  occurred;  and 
(f)  re-contact  permission  status.  At  the 
end  of  the  call  and  once  the  counselor 
deems  the  intervention  to  be  complete, 
counselors  will  ask  all  appropriate 
callers,  using  the  MI/SP  Caller  Initial 
Script,  for  permission  to  be  re-contacted 
by  research  staff  for  a  follow-up 
interview.  Only  a  caller  whose  call  has 
been  silently  monitored  is  eligible  to  be 
followed  by  the  research  team;  thus, 
counselors  will  state  that  the  caller  may 
be  contacted  by  the  research  team  if 
randomly  selected  for  a  follow-up  call. 

A  total  of  1,110  calls  will  be  monitored 
across  the  3-year  data  collection  period. 

(3)  Counselors  will  be  asked  to 
complete  the  “MI/SP  Counselor  Follow¬ 
up  Questionnaire”  for  each  call  that  is 
monitored.  The  questionnaire  will 
incorporate  an  assessment  of  the 
outreach,  telephonic  follow-up  and/or 
other  strategies  that  the  center  has 
proposed  to  implement,  and  whether 
the  counselor  was  able  to  implement  the 


center’s  site  plan  as  originally 
conceived.  The  questionnaire  will  also 
include  items  on  the  demographic 
characteristics  of  the  caller,  whether 
contact  was  successfully  made  with  the 
caller,  whether  the  caller  followed 
through  with  the  safety  plan  and/or 
referral  given  by  the  counselor,  whether 
MI/SP  was  re-iiiiplemented  during  the 
follow-up  contact,  whether  another 
follow-up  is  scheduled,  the  educational 
and  crisis  experience  of  the  person 
attempting  re-contact  with  the  caller, 
and  that  person’s  prior  experience  with 
follow-up.  Barriers  to  implementing  the 
follow-up,  as  well  as  types  of  deviation 
from  the  site’s  follow-up  plan  will  also 
he  assessed.  Open-ended  questions 
about  what  led  to  deviations  from  the 
site’s  follow-up  plan  will  also  be 
included.  In  total,  it  is  expected  that 
counselors  will  complete  the 
questionnaire  for  each  of  the  calls  that 
w’ere  monitored. 


(4)  Researchers  will  begin  conducting 
follow-up  interviews  with  callers 
approximately  6  weeks  after  the  initial 
call  to  the  center.  This  follow-up 
telephone  interview  (“MI/SP  Caller 
Follow-up  Interview”)  will  be 
conducted  to  collect  information  on 
demographic  characteristics,  gather 
caller  feedback  on  the  initial  call  made 
to  the  center,  suicide  ri.sk  status  at  the 
time  of  and  since  the  call,  current 
depressive  symptomatology,  follow 
through  with  the  safety  plan  and 
referrals  made  by  the  crisis  counselor, 
and  barriers  to  service.  Taking  into 
account  attrition  and  the  number  of 
callers  who  do  not  give  consent,  it  is 
expected  that  the  total  number  of 
follow-up  interviews  conducted  by  the 
research  team  will  not  exceed  885. 

The  estimated  response  burden  to 
collect  this  information,  annualized 
over  the  requested  three  year  clearance 
period,  is  pr6;sented  below': 


Total  and  Annualized  Averages:  Respondents,  Responses  and  Hours 


Instrument 

No.  of 

respondents 

No.  of  re¬ 
sponses  per 
respondent  * 

Hours/ 

response 

Response  bur¬ 
den* 

National  Suicide  Prevention  Lifeline — Call  Monitoring  Form  .... 

10 

44 

.58 

249 

Crisis  Hotline  Telephone  Initial  Script . 

365  i 

1 

.08 

29 

Crisis  Hotline  Telephone  Consent  Script . 

365 

1 

.17 

62 

Crisis  Hotline  Telephone  Follow-up  Assessment  . 

365  ’ 

1 

.67 

245 

MI/SP  Silent  Monitoring  Form . 

10 

37 

.58 

214 

MI/SP  Caller  Initial  Script . 

368* 

1 

.08 

29 

MI/SP  Call  Follow-up  Consent  Script  . 

368 

1 

.17 

63 

MI/SP  Caller  Follow-up  Interview  . 

295 

1 

.67 

198 

MI/SP  Counselor  Consent  . 

75  , 

1 

.08 

;  6 

MI/SP  Counselor  Attitudes  Questionnaire  . 

75 

1 

.25 

19 

MI/SP  Counselor  Follow-up  Questionnaire  . 

175 

2 

.17 

89 

2,471  . 

[ 

1  1,203 

*  Rounded  to  the  nearest  whole  number. 


Send  comments  to  Summer  King, 
SAMHSA  Reports  Clearance  Officer, 
Rof)m  7-1044,  One  Choke  Cherry  Road, 
Rockville,  MD  20857  AND  e-mail  her  a 
copy  at  summer.king@samhsa.hhs.gov. 
Written  comments  should  be  received 
within  60  days  of  this  notice. 

Dated:  October  16,  2008. 

Elaine  Parry, 

Acting  Director,  Office  of  Program  Senices. 
|FR  Doc.  E8-27696  Filed  1 1-20-08;  8:45  am) 
BILLING  CODE  4ie2-20-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5191-N-38] 

Notice  of  Proposed  Information 
Collection:  Comment  Request; 
Manufactured  Home  Construction  and 
Safety  Standards  Act  Reporting 
Requirements 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Housing,  HUD. 

ACTION:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperw'ork 
Reduction  Act.  The  Department  is 
.soliciting  public  comments  on  the 
subject  propo.sal. 


DATES:  Comments  Due  Date:  January  20, 
2009. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  and  should  be  sent  to: 
Lillian  Deitzer,  Departmental  Reports 
Management  Officer,  QDAM, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 
Washington,  DC:  20410;  e-mail 
LHIian.L.Deitzer@HUD.gov  or  telephone 
(202)  402-8048. 

FOR  FURTHER  INFORMATION  CONTACT: 

William  \‘f.  Malchneer  III,  Associate 
Deputy  Assistant  Secretary  for 
Regulatory  Affairs  and  Manufactured 
Housing.  Office  of  Regulatory  Affairs 
and  Manufactured  Housing,  Department 
of  Housing  and  Urban  Development, 

451  7th  Street,  SW.,  Washington,  DC 


70666 
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20410,  telephone  (202)  708-6423  (this  is 
not  a  toll  free  number)  for  copies  of  the 
proposed  forms  and  other  available 
information. 

SUPPLEMENTARY  INFORMATION:  The 

Department  is  submitting  the  proposed 
information  collection  to  OMB  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to:  (1)  Evaluate 
whether  the  proposed  collection  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information;  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

This  Notice  also  lists  the  following 
information: 

Title  of  Proposal:  Manufactured  Home 
Construction  and  Safety  Standards 
Reporting  Requirements. 

OMB  Control  Number,  if  applicable: 
2502-0253. 

Description  of  the  need  for  the 
information  and  proposed  use: 
Collection  of  this  information  will  result 
in  a  better  determination  of  reporting  on 
placement  of  labels  and  notices  in 
manufactured  homes.  It  also  will  allow 
HUD  and  State  Agencies  to  locate 
manufactured  homes  with  defects. 

Agency  form  numbers,  if  applicable: 

Estimation  of  the  total  numoers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response:  The  number  of 
burden  hours  is  191,012.  The  number  of 
respondents  is  330,  the  number  of 


responses  is  776,833,  the  frequency  of 
response  is  on  occasion,  and  the  burden 
hour  per  response  is  44.25. 

Status  of  the  proposed  information  ' 
collection:  This  is  a  new  collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35,  as  amended. 

Dated:  November  14,  2008. 

Ronald  Y.  Spraker, 

Acting  General  Deputy  Assistant  Secretary 
for  Housing  Deputy  Federal  Housing 
Commissioner. 

[FR  Doc.  E8-27677  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-51 87-N-62] 

Loss  Mitigation  Evaluation 

agency:  Office  of  the  Chief  Information 
Officer,  HUD. 
action:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
has  been  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

Mortgagees  servicing  HUD  insured 
mortgages  are  required  to  document  all 
loss  mitigation  efforts  for  delinquent 
loans  and  to  submit  the  documentation 
to  HUD  if  requested. 

DATES:  Comments  Due  Date:  December 
22,  2008. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
approval  Number  (2502-0523)  and 
should  be  sent  to:  HUD  Desk  Officer, 
Office  of  Management  and  Budget,  New 
Executive  Office  Building,  Washington, 
DC  20503;  fax:  202-395-6974. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  Deitzer,  Reports,  Management 


Officer,  QDAM,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street,  SW.,  Washington,  DC  20410;  e- 
mail  Lillian  Deitzer  at 
LiIIian_L._Deitzer@HUD.gov  or 
telephone  (202)  402-8048.  This  is  not  a 
toll-free  number.  Copies  of  available 
documents  submitted  to  OMB  may  be 
obtained  from  Ms.  Deitzer. 
SUPPLEMENTARY  INFORMATION:  This 
notice  informs  the  public  that  the 
Department  of  Housing  and  Urban 
Development  has  submitted  to  OMB  a 
request  for  approval  of  the  Information 
collection  described  below.  This  notice 
is  soliciting  comments  from  members  of 
the  public  and  affecting  agencies 
concerning  the  proposed  collection  of 
information  to:  (1)  Evaluate  whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  Evaluate  the 
accuracy  .of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information:  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond;  including 
through  the  use  of  appropriate 
automated  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

This  Notice  Also  Lists  the  Following 
Information 

Title  of  Proposal:  Loss  Mitigation 
Evaluation. 

OMB  Approval  Number:  2502-0523. 

Form  Numbers:  None. 

Description  of  the  Need  for  the 
Information  and  its  Proposed  Use: 
Mortgagees  servicing  HUD  insured 
mortgages  are  required  to  document  all 
loss  mitigation  efforts  for  delinquent 
loans  and  to  submit  the  documentation 
to  HUD  if  requested. 

Frequency  of  Submission:  On 
occasion.  Monthly. 


Number  of  Annual  Hours  per  _  Burden 

respondents  responses  response  ~  hours 


Reporting  Burden 


600 


778 


0.250 


116.784 
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Total  Estimated  Burden  Hours: 
116,784.  - 

Status:  Extension  of  a  currently 
approved  collection. 

Authority:  Section  3507  of  the  Paperwork 
Reduction  Act  of  1995,  44  U.S.C.  35.  as 
amended. 

Dated:  November  13,  2008. 

Lillian  L.  Deitzer,  , 

Departmental  Paperwork  Reduction  Act 
Officer,  Office  of  the  Chief  Information 
officer. 

[FR  Doc.  E8-27678  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5191-N-39] 

Notice  of  Proposed  Information 
Collection:  Comment  Request; 
Rehabilitation  Mortgage  Insurance 
Underwriting  Program  Section  203(K) 

agency:  Office  of  the  Assistant 
Secretary  for  Housing,  HUD. 

ACTION:  Notice. 

SUMMARY:  The  proposed  information 
collection  requirement  described  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (0MB)  for 
review,  as  required  by  the  Paperwork 
Reduction  Act.  The  Department  is 
soliciting  public  comments  on  the 
subject  proposal. 

DATES:  Comments  Due  Date:  Januarj'  20, 
2009. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  proposal.  Comments  should  refer  to 
the  proposal  by  name  and/or  OMB 
Control  Number  and  should  be  sent  to: 
Lillian  Deitzer,  Departmental  Reports 
Management  Officer,  QDAM, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 
Washington,  DC  20410;  e-mail 
LiIIian_L._Deitzer@HUD.gov  or 
telephone  (202)402-8048. 

FOR  FURTHER  INFORMATION  CONTACT:  Dick 
Bradley,  Office  of  Single  Family 
Development,  Department  of  Housing 
and  Urban  Development,  451  7th  Street, 
SW.,  Washington,  DC  20410,  telephone 
(202)  708-6396  (this  is  not  a  toll  free 
number)  for  copies  of  the  proposed 
forms  and  other  available  information. 
SUPPLEMENTARY  INFORMATION:  The 
Department  is  submitting  the  proposed 
information  collection  to  OMB  for 
review,  as  required  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chapter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  members  of  the  public  and  affected 
agencies  concerning  the  proposed 


collection  of  information  to:  (1)  Evaluate 
whether  the  proposed  collection  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility:  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information:  (3)  Enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected:  and  (4)  Minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond:  including 
the  use  of  appropriate  automated 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

This  Notice  also  lists  the  following 
information; 

Title  of  Proposal:  Rehabilitation 
Mortgage  Insurance  Underwriting 
Program  Section  203(K). 

OMB  Control  Number,  if  applicable: 
2502-0527. 

Description  of  the  need  for  the 
information  and  proposed  use:  The 
information  collected  implements 
recommendations  to  mitigate  program 
abuses  that  were  cited  in  an  Audit 
Report  of  HUD’s  Office  of  Inspector 
General.  The  information  collection 
focuses  on  the  loan  origination  process 
and  requires  (1)  certifications  and 
disclosures  concerning  identity-of- 
interest  borrowers  and  program 
participants,  and  (2)  proficiency  testing 
of  home  inspectors/consultants. 

Periodic  reporting  of  the  collected 
information  is  not  required. 

Agency  form  numbers,  if  applicable: 
HUD-92700.  HUD-92 700-A,  HUD- 
9746-A,  HUD-92564-VC,  HUD-92562, 
HUD-92577. 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response:  The  estimated 
number  of  burden  hours  needed  to 
prepare  the  information  collection  is 
343,410:  the  number  of  respondents  is 
8,225  generating  approximately  147,455 
annual  responses:  the  frequency  of 
response  is  on  occasion:  and  the 
estimated  time  needed  to  prepare  the 
response  varies  from  6  minutes  to  27 
hours. 

Status  of  the  proposed  information 
collection:  Revision  of  a  currently 
approved  collection. 

Authority:  The  Paperwork  Reduction  Act 
of  1995,  44  U.S.C.,  Chapter  35,  as  amended. 


Dated;  Nov'ember  14,  2008. 

Ronald  Y.  Spraker, 

Acting  General  Deputy  Assistant  Secretary 
for  Housing — Deputy  Federal  Housing 
Commissioner. 

[FR  Doc.  E8-27676  Filed  11-20-08:  8:45  am] 
BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-51 86-N-47] 

Federal  Property  Suitable  as  Facilities 
To  Assist  the  Homeless 

agency:  Office  of  the  Assistant 
Secretary  for  Community  Planning  and 
Development,  HUD. 

action:  Notice. 

SUMMARY:  This  Notice  identifies 
unutilized,  underutilized,  excess,  and 
surplus  Federal  property  reviewed  by 
HUD  for  suitability  for  possible  use  to 
assist  the  homeless. 

DATES:  Effective  Date:  November  21, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT; 

Kathy  Ezzell,  Department  of  Housing 
and  Urban  Development,  451  Seventh 
Street,  SW.,  Room  7262,  Washington, 
DC  20410:  telephone  (202)  708-1234: 
TTY  number  for  the  hearing-  and 
speech-impaired  (202)  708-2565  (these 
telephone  numbers  are  not  toll-free),  or 
call  the  toll-free  Title  V  information  line 
at  800-927-7588. 

SUPPLEMENTARY  INFORMATION;  In 

accordance  with  the  December  12,  1988 
court  order  in  National  Coalition  for  the 
Homeless  v.  Veterans  Administration, 
No.  88-2503-OG  (D.D.C.),  HUD 
publishes  a  Notice,  on  a  weekly  basis, 
identifying  unutilized,  underutilized, 
excess  and  surplus  Federal  buildings 
and  real  property  that  HUD  has 
reviewed  for  suitability  for  use  to  assist 
the  homeless.  Today’s  Notice  is  for  the 
purpose  of  announcing  that  no 
additional  properties  have  been 
determined  suitable  or  unsuitable  this 
week. 

Dated:  November  13,  2008. 

Mark  R.  Johnston, 

Deputy  Assistant  Secretary  for  Special  Needs. 
[FR  Doc.  E8-27383  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4210-67-P 
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DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R4-R-2008-N0267;  40136-1265- 
0000-S3] 

Santee  National  Wildlife  Refuge, 
Clarendon  County,  SC 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability:  final 
comprehensive  conservation  plan  and 
finding  of  no  significant  impact. 

SUMMARY:  We,  the  Fish  and  Wildlife 
Service  (Service),  announce  the 
availability  of  our  final  comprehensive 
conservation  plan  (CCP)  and  finding  of 
no  significant  impact  (FONSI)  for  Santee 
National  Wildlife  Refuge  (NWR).  In  the 
final  CCP,  we  describe  how  we  will 
manage  this  refuge  for  the  next  15  years. 
ADDRESSES:  A  copy  of  the  CCP  may  be 
obtained  by  writing  to:  Santee  NWR, 
2125  Fort  Watson  Road,  Summerton,  SC 
29148.  The  plan  may  also  be  accessed 
and  downloaded  from  the  Service’s  Web 
site:  h  ftp ://sou theast.fws.gov/ planning. 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Marc  Epstein,  Refuge  Manager,  Santee 
National  Wildlife  Refuge;  Telephone: 
803/478-2217;  fax:  803/478-2314;  e- 
mail;  marc_epstein@fws.gov. 
SUPPLEMENTARY  INFORMATION; 

Introduction 

With  this  notice,  we  finalize  the  CCP 
process  for  Santee  NWR.  We  started  this 
process  through  a  notice  in  the  Federal 
Register  on  January  3,  2007  (72  FR  143). 
For  more  about  the  process,  see  that 
notice. 

The  primary  purpose  of  this  15,000- 
acre  refuge,  which  was  established  in 
1942,  is  to  alleviate  the  loss  of  natural 
waterfowl  and  other  wildlife  habitat 
caused  by  the  construction  of  hydro¬ 
electric  power  and  navigational  projects 
on  the  Santee  and  Cooper  Rivers.  The 
refuge  lies  within  the  Atlantic  Coastal 
Plain  and  consists  of  mixed  hardwoods, 
mixed  pine  hardwoods,  pine 
plantations,  marsh,  croplands,  old 
fields,  ponds,  impoundments,  and  open 
water. 

We  announce  our  decision  and  the 
availability  of  the  final  CCP  and  FONSI 
for  Santee  NWR  in  accordance  with  the 
National  Environmental  Policy  Act 
(NEPA)  [40  CFR  1506.6(b)] 
requirements.  We  completed  a  thorough 
analysis  of  impacts  on  the  human 
environment,  which  we  included  in  the 
draft  comprehensive  conservation  plan 
and  environmental  assessment  (Draft 
CCP/EA). 

The  CCP  will  guide  us  in  managing 
and  administering  Santee  NWR  for  the 


next  15  years.  Alternative  C,  as  we 
described  in  the  final  CCP,  is  the 
foundation  for  the  CCP. 

The  compatibility  determinations  for 
(1)  upland  game  hunting;  (2)  fishing/ 
boating;  (3)  wildlife  observation  and 
photography;  (4)  environmental 
education  and  interpretation;  (5) 
bicycling;  (6)  research;  (7)  exotic  and 
nuisance  wildlife  control;  (8)  forest 
management — commercial  timber 
harvest;  and  (9)  cooperative  farming  are 
also  available  within  the  final  CCP. 

Background 

The  National  Wildlife  Refuge  System 
Improvement  Act  of  1997  (16  U.S.C. 
668dd-668ee)  (Improvement  Act), 
which  amended  the  National  Wildlife 
Refuge  System  Administration  Act  of 
1966,  requires  us  to  develop  a  CCP  for 
each  national  wildlife  refuge.  The 
purpose  for  developing  a  CCP  is  to 
provide  refuge  managers  with  a  15-year 
plan  for  achieving  refuge  purposes  and 
contributing  toward  the  mission  of  the 
National  Wildlife  Refuge  System, 
consistent  with  sound  principles  of  fish 
and  wildlife  management,  conservation, 
legal  mandates,  and  our  policies.  In 
addition  to  outlining  broad  management 
direction  on  conserving  wildlife  and 
their  habitats,  CCPs  identify  wildlife- 
dependent  recreational  opportunities 
available  to  the  public,  including 
opportunities  for  hunting,  fishing, 
wildlife  observation,  wildlife 
photography,  and  environmental 
education  and  interpretation.  We  will 
review  and  update  the  CCP  at  least 
every  15  years  in  accordance  with  the 
Improvement  Act. 

Comments 

Approximately  120  copies  of  the  Draft 
CCP/EA  were  made  available  for  a  30- 
day  public  review  period  as  announced 
in  the  Federal  Register  on  June  30,  2008 
(73  FR  36888).  Written  comments  were 
received  from  local  citizens  and  the 
South  Carolina  Department  of  Natural 
Resources. 

Selected  Alternative 

After  considering  the  comments  we 
received,  we  have  selected  Alternative  C 
for  implementation.  The  primary  focus 
under  Alternative  C  will  be  to  increase 
overall  wildlife  and  habitat  diversity. 
Although  waterfowl  will  remain  a  focus 
of  management,  wetland  habitat 
manipulations  will  also  consider  the 
needs  of  multiple  species,  such  as 
marsh  and  wading  birds.  Management 
of  upland  forests  and  fields  for 
neotropical  migratory  birds  will  be  more 
actively  managed  than  previously. 
Landscape  level  consideration  of  habitat 
management  will  include  a  diversity  of 


open  fields,  upland  and  wetland  forests, 
and  additional  managed  wetlands. 
Multiple  species  consideration  will 
include  species  and  habitats  identified 
by  the  South  Atlantic  Migratory  Bird 
Initiative  and  the  State’s  Strategic 
Conservation  Plan. 

This  alternative  will  expand  the 
monitoring  efforts  to  provide  additional, 
active  efforts  to  monitor  migratory 
neotropical  and  breeding  songbirds,  and 
other  resident  species.  Monitoring 
efforts  will  be  increased  with  the 
assistance  of  additional  staff,  trained 
volunteers,  and  academic  research.  A 
greater  effort  will  be  made  to  recruit 
academic  researchers  to  the  refuge  to 
study  and  monitor  refuge  resources. 

Wildlife-dependent  uses  of  the  refuge 
will  continue.  Hunting  and  fishing  will 
continue  to  be  allowed.  However, 
hunting  will  be  managed  with  a  greater 
focus  to  achieve  biological  needs  of  the 
refuge,  such  as  deer  population 
management.  Education  and 
interpretation  will  continue,  but  with 
additional  education  and  outreach 
efforts  aimed  at  the  importance  of 
landscape  ecology  and  diversity.  A 
much  broader  effort  will  be  made  with 
outreach  to  nearby  developing  urban 
communities  and  a  growing  human 
population. 

The  refuge  will  be  staffed  at  current 
levels  plus  the  addition  of  two 
biological  technicians  to  carry  out  the 
increased  habitat  management  and 
monitoring  needs.  Greater  emphasis  will 
be  placed  on  recruiting  and  training 
volunteers.  Refuge  biological  programs 
will  actively  seek  funding  and 
researchers  to  study  primarily 
management-oriented  research  needs. 
Refuge  staff  will  place  greater  emphasis 
on  developing  and  maintaining  active 
partnerships,  including  seeking  grants 
to  assist  the  refuge  in  reaching  primary 
objectives. 

Alternative  C  is  considered  to  be  the 
most  effective  for  meeting  the  purposes 
of  the  refuge  by  conserving,  restoring, 
and  managing  the  refuge’s  habitats  and 
wildlife,  while  optimizing  wildlife- 
dependent  public  uses.  Alternative  C 
will  best  achieve  national,  ecosystem, 
and  refuge-specific  goals  and  objectives 
and  it  positively  addresses  significant 
issues  and  concerns  expressed  by  the 
public. 

Authority:  This  notice  is  publi.shed  under 
the  authority  of  the  National  Wildlife  Refuge 
System  Improvement  Act  of  1997,  Public 
Law  105-57. 

Dated:  September  30,  2008. 

Cynthia  K.  Dohner, 

Acting  Regional  Director. 

[FR  Doc.  E8-27709  Filed  1 1-20-08;  8:45  am] 
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DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R4-R-2008-N0231,  40136-1265- 
0000-S3] 

Shell  Keys  National  Wildlife  Refuge, 
Iberia  Parish,  LA 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability;  final 
comprehensive  conservation  plan  and 
finding  of  no  significant  impact. 

SUMMARY:  We,  the  Fish  and  Wildlife 
Service  (Service),  announce  the 
availability  of  our  final  comprehensive 
conservation  plan  (CCP)  and  finding  of 
no  significant  impact  (FONSl)  for  Shell 
Keys  National  Wildlife  Refuge  (NWR). 

In  the  final  CCP,  we  describe  how  we 
will  manage  this  refuge  for  the  next  15 
years. 

ADDRESSES:  A  copy  of  the  CCP  may  be 
obtained  by  writing  to:  Southwest 
Louisiana  National  Wildlife  Refuge 
Complex,  1428  Highway  27,  Bell  City, 
LA  70630.  The  CCP  may  also  be 
accessed  and  downloaded  from  the 
Service’s  Web  site:  http:// 
southeast.fws.gov/planning. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Terry  Delaine;  Telephone:  337/762- 
3816;  Fax:  337/762-3780;  E-mail: 
terry_delaine@fws.gov. 

SUPPLEMENTARY  INFORMATION: 
Introduction 

With  this  notice,  we  finalize  the  CCP 
process  for  Shell  Keys  NWR.  We  started 
this  process  through  a  notice  in  the 
Federal  Register  on  June  27,  2007  (72 
FR  35255). 

Shell  Keys  NWR,  in  Iberia  Parish, 
Louisiana,  is  part  of  the  Southwest 
Louisiana  National  Wildlife  Refuge 
Complex  (Complex),  which  also 
includes  the  Cameron  Prairie,  Lacassine, 
and  Sabine  Refuges.  The  8-acre  refuge  is 
located  in  the  offshore  waters  of  the 
Louisiana  Gulf  Coast,  west  of  the 
Atchafalaya  River  Delta  and  south  of  the 
Louisiana  Department  of  Wildlife  and 
Fisheries’  Marsh  Island  Refuge.  Shell 
Keys  NWR  was  established  on  August 
17,  1907,  by  Executive  Order  682,  to 
serve  “*  *  *  as  a  reserve  and  breeding 
ground  for  native  birds.”  The  refuge  is 
located  within  the  Service’s  Lower 
Mississippi  River  Ecosystem  in  the  Gulf 
of  Mexico. 

Shell  Keys  NWR  is  one  of  the  oldest 
refuges  in  the  National  Wildlife  Refuge 
System.  Its  boundary  was  and  still  is 
rather  loosely  described  as  “*  *  *  a 
small  group  of  unsurveyed  islets  located 
in  the  Gulf  of  Mexico  about  three  and 


one-half  miles  south  of  Marsh  Island, 
Louisiana,  and  approximately  in 
latitude  29  degrees  26  minutes  north, 
longitude  91  degrees  51  minutes  west 
from  Greenwich.  *  *  *”  The  boundary 
of  the  refuge  has  been  interpreted  to  be 
those  areas  in  this  vicinity  that  are 
above  mean  high  tide. 

Shell  Keys  NWR  is  a  small  group  of 
islands  that  is  subject  to  shell  deposits 
and  erosion,  so  the  actual  acreage  above 
mean  high  water  may  be  different  at  this 
time.  How  these  islands  change  and 
move  may  affect  ownership  of  that  area 
lying  above  mean  high  water.  Under 
certain  circumstances,  accreted  areas 
above  mean  high  water  may  belong  to 
the  State  of  Louisiana. 

For  a  number  of  years,  there  has  been 
only  one  islet  at  this  location.  This  islet 
is  composed  almost  entirely  of  shell 
fragments.  It  is  extremely  dynamic  and 
builds  or  recedes  with  passing  storms. 
Vegetation  is  almost  entirely  lacking. 
Species  known  to  nest  here  include 
royal  terns,  sandwich  terns,  black 
skimmers,  and  laughing  gulls.  In 
addition,  the  islet  is  used  at  various 
times  as  a  loafing  area  by  white 
pelicans,  brown  pelicans,  and  various 
other  species  of  terns  and  gulls. 
Hurricanes  and  storms  have  eroded  the 
island  to  such  an  extent  that  no  known 
nesting  has  occurred  since  1992.  Public 
access  to  the  refuge  is  restricted  due  to 
its  remoteness  and  sole  accessibility  by 
boat. 

We  announce  our  decision  and  the 
availability  of  the  final  GGP  and  FONSl 
for  Shell  Keys  NWR  in  accordance  with 
the  National  Environmental  Policy  Act 
(NEPA)  (40  GFR  1506.6(b)) 
requirements.  We  completed  a  thorough 
analysis  of  impacts  on  the  human 
environment,  which  we  included  in  the 
Draft  CCP/EA.  The  CCP  will  guide  us  in 
managing  and  administering  Shell  Keys 
NWR  for  the  next  15  years.  Alternative 
C  is  the  foundation  for  the  CCP. 

The  compatibility  determinations  for 
wildlife  observation  and  photography 
and  recreational  fishing  are  also 
available  within  the  CCP. 

Background 

The  National  Wildlife  Refuge  System 
Improvement  Act  of  1997  (16  U.S.C. 
668dd-668ee)  (Improvement  Act), 
which  amended  the  National  Wildlife 
Refuge  System  Administration  Act  of 
1966,  requires  us  to  develop  a  CCP  for 
each  national  wildlife  refuge.  The 
purpose  for  developing  a  CCP  is  to 
provide  refuge  managers  with  a  15-year 
plan  for  achieving  refuge  purposes  and 
contributing  toward  the  mission  of  the 
National  Wildlife  Refuge  Sy.stem, 
consistent  with  sound  principles  of  fish 
and  wildlife  management,  conservation. 


legal  mandates,  and  our  policies.  In 
addition  to  outlining  broad  management 
direction  on  conserving  wildlife  and 
their  habitats,  CCPs  identify  wildlife- 
dependent  recreational  opportunities 
available  to  the  public,  including 
opportunities  for  hunting,  fishing, 
wildlife  observation,  wildlife 
photography,  and  environmental 
education  and  interpretation.  We  will 
review  and  update  the  CCP  at  least 
every  15  years  in  accordance  with  the 
Improvement  Act. 

Comments 

Approximately  160  copies  of  the  Draft 
CCP/EA  were  made  available  for  a  30- 
day  public  review  period  as  announced 
in  the  Federal  Register  on  June  14,  2008 
(73  FR  33848).  Seven  comments  on  the 
Draft  CCP/EA  were  received.  The  Draft 
CCP/EA  identified  and  evaluated  three 
alternatives  for  managing  the  refuge 
over  a  15-year  period. 

Selected  Alternative 

After  considering  the  comments  we 
received  and  based  on  the  professional 
judgment  of  the  planning  team,  we 
selected  Alternative  C  for 
implementation. 

Alternative  C  will  look  into  the 
feasibility  of  implementing  large-scale 
habitat  restoration  efforts  in  cooperation 
with  partners.  We  will  enter  into  a  new 
cooperative  agreement  with  the 
Louisiana  Department  of  Wildlife  and 
Fisheries’  Fur  and  Refuge  Division, 
focusing  on  natural  resource  monitoring 
and  restoration  as  appropriate.  Partners 
are  necessary  to  supply  expertise  and 
funding  for  the  daunting  task  of 
restoration.  Feasibility  studies  will  be 
performed  to  determine  the  costs 
associated  with  rebuilding  and  re¬ 
establishing  the  shell  islands,  or 
portions  of  the  islands.  Restoration 
efforts  will  adapt  to  changing  conditions 
as  practices  and  techniques  are 
assessed.  The  refuge  will  be  open  to 
recreational  fishing  and  wildlife 
observation  and  photography.  Because 
the  refuge  is  remote  and  few  guests 
actually  visit  the  islands,  outreach  will 
center  around  providing  information  in 
combination  with  the  Complex  and  on 
Web  pages. 

Authority:  This  notice  is  published  under 
the  authority  of  the  National  Wildlife  Refuge 
System  Improvement  Act  of  1997,  Public 
Law  105-57. 

Dated;  October  6,  2008. 

Sam  D.  Hamilton, 

Regional  Director. 

[FR  Doc.  E8-27706  Filed  11-20-08;  8:45  am] 
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DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 
[CO-921 -07-1 320-EL;  COC-72980] 

Notice  of  Correction  to  Notice  of 
Federai  Competitive  Coai  Lease  Saie 
Offer,  Colorado 

agency:  Bureau  of  Land  Management. 
Interior. 

ACTION:  Notice  of  Correction. 

SUMMARY:  The  Bureau  of  Land 
Management  published  a  Notice  of 
Federal  Competitive  Coal  Lease  Sale 
Offer  in  the  Federal  Register  on  October 
31,  2006  (73  FR  64981).  The  DATES 
section  of  this  notice  incorrectly  listed 
January  14,  2008  instead  of  January  14, 
2009.  The  lease  sale  will  be  held  at  10 
a.m.,  Wednesday,  January  14,  2009. 
Sealed  bids  must  be  received  on  or 
before  10  a.m.,  Wednesday,  January  14, 
2009. 

FOR  FURTHER  INFORMATION  CONTACT:  Kurt 
Barton  at  BLM  Colorado  State  Office, 
2850  Youngfield  Street,  Lakewood, 
Colorado  80215,  or  by  telephone  303- 
239-3714. 

Kurt  Barton, 

Solid  Minerals  Staff,  Division  of  Energy. 
Lands  and  Minerals. 

IFR  Doc.  E8-27710  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4310->)B-P 


DEPARTMENT  OF  THE  INTERIOR 

Minerals  Management  Service  (MMS) 

Outer  Continentai  Shelf  (OCS)  Policy 
Committee;  Notice  and  Agenda  for 
Meeting 

AGENCY:  Minerals  Management  Service, 
Interior. 

ACTION:  Notice  of  Meeting. 

SUMMARY:  The  OCS  Policy  Committee 
will  meet  at  the  Washington  Dulles 
Crowne  Plaza  Hotel  in  Herndon, 
Virginia. 

DATES:  Tuesday,  December  9,  2008,  8:30 
a.m.  to  5  p.m.  and  Wednesday, 
December  10,  2008,  from  8:15  a.m.  to  12 
p.m. 

ADDRESSES:  The  Washington  Dulles 
Crowne  Plaza  Hotel,  2200  Centreville 
Road,  telephone  (703)  471-6700. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Jeryne  Bryant  at  Minerals  Management 
Service,  381  Elden  Street,  Mail  Stop 
4001,  Herndon,  Virginia  20170-4187. 
She  can  be  reached  by  telephone  at 
(703)  787-1211  or  by  electronic  mail  at 
jeryne. bry'ant@mms. gov. 

SUPPLEMENTARY  INFORMATION:  The  OCS 
Policy  Committee  represents  the 


collective  viewpoint  of  coastal  states, 
local  government,  environmental 
community,  industry  and  other  parties 
involved  with  the  OCS  Program.  It 
provides  policy  advice  to  the  Secretary 
of  the  Interior  through  the  Director  of 
the  MMS  on  all  aspects  of  leasing, 
exploration,  development,  and 
protection  of  OCS  resources. 

The  agenda  for  Tuesday,  December  9 
will  cover  the  following  principal 
subjects: 

MMS  Environmental  Studies.  This 
presentation  will  provide  an  update  on 
environmental  studies  awarded  by  the 
MMS  in  fiscal  year  (FY)  2008  and  those 
proposed  for  FY  2009. 

/  OCS  Scientific  Committee  Update. 
This  presentation  will  address  current 
activities  of  the  OCS  Scientific 
Committee  and  its  subcommittees. 

Supply  of  Energy  Issue.  This 
presentation  will  address  the  current 
and  future  domestic  energy  supply, 
unconventionals  onshore  and  deepwater 
potential. 

5-Year  Program  2010-2015.  This 
presentation  will  address  the  new  5- 
Year  OCS  Oil  and  Gas  Leasing  Program 
for  2010  to  2015.  The  OCS  Policy 
Committee’s  5-Year  OCS  Oil  and  Gas 
Leasing  Program  Subcommittee  will 
also  report  on  its  activities  and  future 
plans. 

Revenue  Sharing  and  Former 
Moratoria  Areas  and  Gulf  of  Mexico 
Energy  Security  Act  Eastern  Gulf  o*f 
Mexico  Study  Working  Group.  The  OCS 
Policy  Committee’s  newly  established 
Working  Group  will  report  on  its 
activities  and  future  plans. 

What  Should  OCS  Policy  Be  Without 
Moratoria.  This  panel  presentation  will 
address  the  direction  of  OCS  policy  if 
there  were  no  moratoria  followed  by 
open  Committee  discussion. 

U.S.  Effort  To  Define  Its  Extended 
Continental  Shelf  (ECS).  This 
presentation  will  provide  an  update  on 
the  efforts  to  date  to  define  the  ECS  and 
related  issues. 

The  agenda  for  Wednesday,  December 
10  will  cover  the  following  principal 
subjects: 

MMS  Regional  Issues.  The  Regional 
Directors  will  highlight  activities  off  the 
California  and  Alaska  coasts  and  the 
Gulf  of  Mexico. 

State  Members’  Round  Table 
Discussion  of  Offshore  Energy  Issues. 
State  representatives  to  the  OCS  Policy 
Committee  will  discuss  offshore  energy 
development  (conventional  and 
alternative)  issues  from  the  perspective 
of  their  respective  states.  This  session 
will  provide  Committee  members,  MMS 
representatives,  and  other  participants 
with  a  better  and  more  comprehensive 
understanding  of  the  various  issues  as 


perceived  by  the  states  and  provide  an 
update  on  their  activities. 

OCS  Alternative  Energy  Status.  This 
presentation  will  provide  an  update  on 
the  MMS’s  OCS  Alternative  Energy 
Program  that  has  been  authorized  to 
manage  access  and  balance  competing 
uses  of  the  OCS  while  ensuring 
appropriate  environmental  safeguards. 
The  OCS  Policy  Committee’s  OCS 
Alternative  Energy  Subcommittee  will 
also  report  on  its  activities  and  future 
plans. 

Hard  Minerals  Subcommittee.  This 
presentation  will  provide  an  update  on 
the  OCS  Policy  Committee’s  Hard 
Minerals  Subcommittee  activities  and 
future  plans. 

Committee  Forum.  Time  has  been  set 
aside  for  the  Committee  members  to 
have  an  open  discussion  on  topics  of 
interest  in  their  respective  fields. 

The  meeting  is  open  to  the  public. 
Approximately  100  visitors  can  be 
accommodated  on  a  first-come-first- 
served  basis. 

Upon  request,  interested  parties  may 
make  oral  or  written  presentations  to  the 
GCS  Policy  Committee.  Such  requests 
should  be  made  no  later  than  December 
3,  2008,  to  Jeryne  Bryant.  Requests  to 
make  oral  statements  should  be 
accompanied  by  a  summary  of  the 
statement  to  be  made.  Please  see  FOR 
FURTHER  INFORMATION  CONTACT  section 
for  address  and  telephone  number. 

Minutes  of  the  OCS  Policy  Committee 
meeting  will  be  available  for  public 
inspection  and  copying  at  the  MMS  in 
Herndon,  Virginia. 

Authority:  Federal  Advisory  Committee 
Act.  Public  Law  92-463,  .5  U.S.C.  Appendix 
1,  and  the  Office  of  Management  and 
Budget’s  Circular  No.  A-63,  Revised. 

Dated:  November  17,  2008. 

Chris  C.  Oynes. 

Associate  Director  for  Offshore  Energy  and 
Minerals  Management. 

IFR  Doc.  E8-27766  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4310-MR-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Inv.  No.  337-TA-649] 

In  the  Matter  of  Certain  Semiconductor 
Chips  With  Minimized  Chip  Package 
Size  and  Products  Containing  Same 
(IV),  Notice  of  Commission 
Determination  Not  To  Review  an  Initial 
Determination  Granting  Motion  To 
Amend  the  Complaint  and  Notice  of 
Investigation  and  Extending  the  Target 
Date 

AGENCY:  U.S.  International  Trade 
Commission. 


Federal  Register/ Vol.  73,  No.  226 /Friday,  November, 21,  2008 /Notices 


70671 


ACTION:  Notice. 


SUMMARY:  Notice  is  hereby  given  that 
the  U.S.  International  Trade 
Commission  has  determined  not  to 
review  the  presiding  administrative  law 
judge’s  (“ALJ”)  initial  determination 
(“ID”)  (Order  No.  11),  granting 
complainant’s  motion  to  amend  the 
Complaint  and  Notice  of  Investigation 
and  extending  the  target  date  for 
completion  of  the  investigation  to 
December  7,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 
Megan  M.  Valentine,  Office  of  the 
General  Counsel,  U.S.  International 
Trade  Commission,  500  E  Street,  SW., 
Washington,  DC  20436,  telephone  (202) 
708-2301.  Copies  of  non-confidential 
documents  filed  in  connection  with  this 
investigation  are  or  will  be  available  for 
inspection  during  official  business 
hours  (8:45  a.m.  to  5:15  p.m.)  in  the 
Office  of  the  Secretary,  U.S. 

International  Trade  Commission,  500  E 
Street,  SW.,  Washington,  DC  20436, 
telephone  (202)  205-2000.  General 
information  concerning  the  Commission 
may  also  be  obtained  by  accessing  its 
Internet  server  at  http://\vww. usitc.gov. 
The  public  record  for  this  investigation 
may  be  viewed  on  the  Commission’s 
electronic  docket  (EDIS)  at  http:// 
edis.  usitc.gov.  Hearing-impaired 
persons  are  advised  that  information  on 
this  matter  can  be  obtained  by 
contacting  the  Commission’s  TDD 
terminal  on  (202)  205-1810. 
SUPPLEMENTARY  INFORMATION:  On  May 
28,  2008,  the  Commission  instituted  an 
investigation  under  section  337  of  the 
Tariff  Act  of  1930, 19  U.S.C.  1337,  based 
on  a  complaint  filed  by  Tessera,  Inc.  of 
San  Jose,  California  (“Tessera”),  alleging 
a  violation  of  section  337  in  the 
importation,  sale  for  importation,  and 
sale  within  the  United  States  after 
importation  of  certain  semiconductor 
chips  with  minimized  chip  package  size 
and  products  containing  same  that 
infringe  certain  claims  of  U.S.  Patents 
Nos.  5,852,326:  6,433,419;  and 
5,679,977.  73  FR  30628  (May  28,  2008). 
The  complainant  named  as  respondents 
Siliconware  Precision  Industries  Co, 

Ltd.  of  Tachung,  Taiwan  and 
Siliconware  U.S. A.,  Inc.  of  San  Jose, 
California  (collectively  “Siliconware”); 
ChipMOS  Technologies  (Bermuda)  Ltd. 
of  Hsinchu,  Taiwan  and  ChipMOS 
U.S. A.,  Inc.  of  San  Jose,  California 
(collectively  “ChipMOS”);  ASE,  Inc.  of 
Kaohsiung,  Taiwan,  ASE  Test  Limited 
of  Kaohsiung,  Taiwan,  and  ASE  (U.S.), 
Inc.  of  Santa  Clara,  California 
(collectively  “ASE”);  and  STATS 
ChipPAC  Ltd.  of  Techpoint,  Singapore, 
STATS  ChipPAC  (BVl)  Limited  of 


Tortola,  British  Virgin  Islands,  and 
STATS  ChipPAC,  Inc.  of  Freemont, 
California  (collectively  “STATS”). 

On  October  8,  2008,  Tessera  filed  an 
emergency  motion  to  amend  the 
Complaint  and  Notice  of  Investigation  to 
add  U.S.  Patent  No.  5,663,106.  On 
October  20,  2008,  Siliconware  and 
ChipMOS  filed  a  response  opposing  the 
motion,  ASE  filed  a  separate  response 
opposing  the  motion,  and  STATS  filed 
a  response  joining  Siliconware  and 
ChipMOS’s  opposition.  The 
Commission  investigative  attorney  filed 
a  response,  also  on  October  20,  2008,  in 
support  of  the  motion. 

On  October  29,  2008,  the  ALJ  issued 
the  subject  ID,  granting  Tessera’s  motion 
to  amend  the  Complaint  and  Notice  of 
Investigation,  and  extending  the  target 
date  for  completion  of  the  investigation 
to  December  7,  2009.  No  petitions  for 
review  of  this  ID  were  filed. 

The  Commission  has  determined  not 
to  review  the  ID. 

The  authority  for  the  Commission’s 
determination  is  contained  in  section 
337  of  the  Tariff  Act  of  1930,  as 
amended  (19  U.S.C.  1337),  and  in 
section  210.42  of  the  Commission’s 
Rules  of  Practice  and  Procedure  (19  CFR 
210.42). 

Issued:  November  18,  2008. 

By  order  of  the  Commission. 

William  R.  Bishop, 

Acting  Secretary  to  the  Commission. 

[FR  Doc.  E8-27733  Filed  11-20-08;  8:45  am] 
BILLING  CODE  7020-02-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  No.  731-TA-1145  (Finai)] 

Certain  Steel  Threaded  Rod  From 
China 

AGENCY:  United  States  International 
Trade  Commission. 

ACTION:  Scheduling  of  the  final  phase  of 
an  antidumping  investigation. 

SUMMARY:  The  Commission  hereby  gives 
notice  of  the  scheduling  of  the  final 
phase  of  antidumping  investigation  No. 
731-TA-1145  (Final)  under  section 
735(b)  of  the  Tariff  Act  of  1930  (19 
U.S.C.  1673d(b))  (the  Act)  to  determine 
whether  an  industry  in  the  United 
States  is  materially  injured  or 
threatened  with  material  injury,  or  the 
establishment  of  an  industry  in  the 
United  States  is  materially  retarded,  by 
reason  of  less-than-fair-value  imports 
from  China  of  certain  steel  threaded  rod, 
provided  for  in  subheading  7318.15.50 


of  the  Harmonized  Tariff  Schedule  of 
the  United  States.^ 

For  further  information  concerning 
the  conduct  of  this  phase  of  the 
investigation,  hearing  procedures,  and 
rules  of  general  application,  consult  the 
Commission’s  Rules  of  Practice  and 
Procedure,  part  201,  subparts  A  through 
E  (19  CFR  part  201),  and  part  207, 
subparts  A  and  C  (19  CFR  part  207). 
EFFECTIVE  DATE:  October  8,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Joanna  Lo  (202-205-1888),  Office  of 
Investigations,  U.S.  International  Trade 
Commission,  500  E  Street,  SW., 
Washington,  DC  20436.  Hearing- 
impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Commission’s  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  Internet  server  (http:// 
www.usitc.gov).  The  public  record  for 
this  investigation  may  be  viewed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  http://edis.usitc.gov. 

SUPPLEMENTARY  INFORMATION: 

Background. — The  final  phase  of  this 
investigation  is  being  scheduled  as  a 
result  of  an  affirmative  preliminary 
determination  by  the  Department  of 
Commerce  that  imports  of  certain  steel 
threaded  rod  from  China  are  being  sold 
in  the  United  States  at  less  than  fair 
value  within  the  meaning  of  section  733 
of  the  Act  (19  U.S.C.  1673b).  The 
investigation  was  requested  in  a  petition 
filed  on  March  5,  2008,  by  Vulcan 
Threaded  Products,  Inc.,  Pelham,  AL. 

Participation  in  the  investigation  and 
public  service  iist. — Persons,  including 
industrial  users  of  the  subject 
merchandise  and,  if  the  merchandise  is 
sold  at  the  retail  level,  representative 
consumer  organizations,  wishing  to 
participate  in  the  final  phase  of  this 
investigation  as  parties  must  file  an 
entry  of  appearance  with  the  Secretary 


'  For  purposes  of  this  investigation,  the 
Department  of  Commerce  has  defined  the  subject 
merchandise  as  “steel  threaded  rod.  Steel  threaded 
rod  is  certain  threaded  rod.  bar.  or  studs,  of  carbon 
quality  steel,  having  a  .solid,  circular  cross  section, 
of  any  diameter,  in  any  straight  length,  that  have 
l)een  forged,  turned,  cold-drawn,  cold-rolled, 
machine  straightened,  or  otherwise  cold-finished, 
and  into  which  threaded  grooves  have  been 
applied.  In  addition,  the  steel  threaded  rod.  bar.  or 
studs  subject  to  this  investigation  are  non-headed 
and  threaded  along  greater  than  25  percent  of  their 
total  length.  A  variety  of  finishes  or  coatings,  such 
as  plain  oil  finish  as  a  temporary  rust  protectant, 
zinc  coating  (i.e.,  galvanized,  whether  by 
electroplating  or  hot-dipping),  paint,  and  other 
similar  finishes  and  coatings,  may  be  applied  to  the 
merchandise.” 
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to  the  Commission,  as  provided  in 
section  201.11  of  the  Commission’s 
rules,  no  later  than  21  days  prior  to  the 
hearing  date  specified  in  this  notice.  A 
party  that  filed  a  notice  of  appearance 
during  the  preliminary  phase  of  the 
investigation  need  not  file  an  additional 
notice  of  appearance  during  this  final 
phase.  The  Secretary  will  maintain  a 
public  service  list  containing  the  names 
and  addresses  of  all  persons,  or  their 
representatives,  who  are  parties  to  the 
investigation. 

Limited  disclosure  of  business 
proprietary  information  (BPI)  under  an 
administrative  protective  order  (APO) 
and  BPI  service  list. — Pursuant  to 
section  207.7(a)  of  the  Commission’s 
rules,  the  Secretary  will  make  BPI 
gathered  in  the  final  phase  of  this 
investigation  available  to  authorized 
applicants  under  the  APO  issued  in  the 
investigation,  provided  that  the 
application  is  made  no  later  than  21 
days  prior  to  the  hearing  date  specified 
in  this  notice.  Authorized  applicants 
must  represent  interested  parties,  as 
defined  by  19  U.S.C.  1677(9),  w'ho  are 
parties  to  the  investigation.  A  party 
granted  access  to  BPI  in  the  preliminary 
phase  of  the  investigation  need  not 
reapply  for  such  access.  A  separate 
service  list  will  be  maintained  by  the 
Secretary  for  those  parties  authorized  to 
receive  BPI  under  the  APO. 

Staff  report. — The  prehearing  staff 
report  in  the  final  phase  of  this 
investigation  will  be  placed  in  the 
nonpublic  record  on  February  5,  2009, 
and  a  public  version  will  be  issued 
thereafter,  pursuant  to  section  207.22  of 
the  Commission’s  rules. 

Hearing. — The  Commission  will  hold 
a  hearing  in  connection  with  the  final 
phase  of  this  investigation  beginning  at 
9:30  a.m.  on  February  25,  2009,  at  the 
U.S.  International  Trade  Commission 
Building.  Requests  to  appear  at  the 
hearing  should  be  filed  in  writing  with 
the  Secretary  to  the  Commission  on  or 
before  February  16,  2009.  A  nonparty 
who  has  testimony  that  may  aid  the 
Commission’s  deliberations  may  request 
permission  to  present  a  short  statement 
at  the  hearing.  All  parties  and 
nonparties  desiring  to  appear  at  the 
hearing  and  make  oral  presentations 
should  attend  a  prehearing  conference 
to  be  held  at  9:30  a.m.  on  February  18, 
2009,  at  the  U.S.  International  Trade 
Commission  Building.  Oral  testimony 
and  written  materials  to  be  submitted  at 
the  public  hearing  are  governed  by 
sections  201.6(b)(2),  201.13(f),  and 
207.24  of  the  Commission’s  rules. 

Parties  must  submit  any  request  to 
present  a  portion  of  their  hearing 
testimony  in  camera  no  later  than  7 


business  days  prior  to  the  date  of  the 
hearing. 

Written  submissions. — Each  party 
who  is  an  interested  party  shall  submit 
a  prehearing  brief  to  the  Commission. 
Prehearing  briefs  must  conform  with  the 
provisions  of  section  207.23  of  the 
Commission’s  rules;  the  deadline  for 
filing  is  February  12,  2009.  Parties  may 
also  file  written  testimony  in  connection 
with  their  presentation  at  the  hearing,  as 
provided  in  section  207.24  of  the 
Commission’s  rules,  and  posthearing 
briefs,  which  must  conform  with  the 
provisions  of  section  207.25  of  the 
Commission’s  rules.  The  deadline  for 
filing  posthearing  briefs  is  March  4, 
2009;  witness  testimony  must  be  filed 
no  later  than  three  days  before  the 
hearing.  In  addition,  any  person  who 
has  not  entered  an  appearance  as  a  party 
to  the  investigation  may  submit  a 
written  statement  of  information 
pertinent  to  the  subject  of  the 
investigation,  including  statements  of 
support  or  opposition  to  the  petition,  on 
or  before  March  4,  2009.  On  March  18, 
2009,  the  Commission  will  make 
available  to  parties  all  information  on 
which  they  have  not  had  an  opportunity 
to  comment.  Parties  may  submit  final 
comments  on  this  information  on  or 
before  March  20,  2009,  but  such  final 
comments  must  not  contain  new  factual 
information  and  must  otherwise  comply 
with  section  207.30  of  the  Commission’s 
rules.  All  written  submissions  must 
conform  with  the  provisions  of  section 
201.8  of  the  Commission’s  rules;  any 
submissions  that  contain  BPI  must  also 
conform  with  the  requirements  of 
sections  201.6,  207.3,  and  207.7  of  the 
Commission’s  rules.  The  Commission’s 
rules  do  not  authorize  filing  of 
submissions  with  the  Secretary  by 
facsimile  or  electronic  means,  except  to 
the  extent  permitted  by  section  201.8  of 
the  Commission’s  rules,  as  amended,  67 
FR  68036  (November  8,  2002).  Even 
where  electronic  filing  of  a  document  is 
permitted,  certain  documents  must  also 
he  filed  in  paper  form,  as  specified  in  II 
(C)  of  the  Commission’s  Handbook  on 
Electronic  Filing  Procedures,  67  FR 
68168,  68173  (November  8,  2002). 

Additional  written  submissions  to  the 
Commission,  including  requests 
pursuant  to  section  201.12  of  the 
Commission’s  rules,  shall  not  be 
accepted  unless  good  cause  is  shown  for 
accepting  such  submissions,  or  unless 
the  submission  is  pursuant  to  a  specific 
request  by  a  Commissioner  or 
Commission  staff. 

In  accordance  with  sections  201.16(c) 
and  207.3  of  the  Commission’s  rules, 
each  document  filed  by  a  party  to  the 
investigation  must  be  served  on  all  other 
parties  to  the  investigation  (as  identified 


by  either  the  public  or  BPI  service  list), 
and  a  certificate  of  service  must  be 
timely  filed.  The  Secretary  will  not 
accept  a  document  for  filing  without  a 
certificate  of  service. 

Authority:  This  investigation  is  being 
conducted  under  authority  of  title  VII  of  the 
Tariff  Act  of  1930;  this  notice  is  published 
pursuant  to  section  207.21  of  the 
Commission’s  rules. 

Issued:  November  18,  2008. 

By  order  of  the  Commission. 

William  R.  Bishop, 

Acting  Secretary  to  the  Commission. 

[FR  Doc.  E8-27750  Filed  11-20-08;  8:45  am] 
BILLING  CODE  702(M)2-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  No.  731-TA-1148  (Final)] 

Frontseating  Valves  From  China 

AGENCY:  United  States  International 
Trade  Commission. 

ACTION:  Scheduling  of  the  final  phase  of 
an  antidumping  investigation. 

SUMMARY:  The  Commission  hereby  gives 
notice  of  the  scheduling  of  the  final 
phase  of  antidumping  investigation  No. 
731-TA-1148  (Final)  under  section 
735(b)  of  the  Tariff  Act  of  1930  (19 
U.S.C.  1673d(b))  (the  Act)  to  determine 
whether  an  industry  in  the  United 
States  is  materially  injured  or 
threatened  with  material  injury,  or  the 
establishment  of  an  industry  in  the 
United  States  is  materially  retarded,  by 
reason  of  less-than-fair-value  imports 
from  China  of  frontseating  service 
valves  and  certain  parts  thereof 
(“frontseating  service  valves”),  provided 
for  under  subheadings  8415.90.80, 

8481.80.10,  8481.80.30,  8481.80.50, 

8481.90.10,  8481.90.30,  or  8481.90.50  of 
the  Harmonized  Tariff  Schedule  of  the 
United  States.  ’ 

For  further  information  concerning 
the  conduct  of  this  phase  of  the 
investigation,  hearing  procedures,  and 
rules  of  general  application,  consult  the 
Commission’s  Rules  of  Practice  and 
Procedure,  part  201,  subparts  A  through 
E  (19  CFR  part  201),  and  part  207, 
subparts  A  and  C  (19  CFR  part  207). 
DATES:  Effective  Date:  November  17, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Edward  Petronzio  (202-205-3176), 
Office  of  Investigations,  U.S. 
International  Trade  Commission,  500  E 
Street  S\V.,  Washington,  DC  20436. 

'  Cominorce  defined  the  subject  merchandise  in 
its  notice  of  preliminary  determination  (73  FR 
62952,  October  22.  2008). 
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Hearing-impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Commission’s  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  Internet  server  [http:// 
www.usitc.gov).  The  public  record  for 
this  investigation  may  be  viewed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  http://edis.usitc.gov. 

SUPPLEMENTARY  INFORMATION: 

Background. — The  final  phase  of  this 
investigation  is  being  scheduled  as  a 
result  of  an  affirmative  preliminary 
determination  by  the  Department  of 
Commerce  that  imports  of  frontseating 
service  valves  from  China  are  being  sold 
in  the  United  States  at  less  than  fair 
value  within  the  meaning  of  section  733 
of  the  Act  (19  U.S.C.  1673b).  The 
investigation  was  requested  in  a  petition 
filed  on  March  19,  2008,  by  Parker- 
Hannifin  Corporation,  Cleveland,  OH. 

Participation  in  the  investigation  and 
public  service  list. — Persons,  including 
industrial  users  of  the  subject 
merchandise  and,  if  the  merchandise  is  ' 
sold  at  the  retail  level,  representative 
consumer  organizations,  wishing  to 
participate  in  the  final  phase  of  this 
investigation  as  parties  must  file  an 
entry  of  appearance  with  the  Secretary 
to  the  Commission,  as  provided  in 
section  201.11  of  the  Commission’s 
rules,  no  later  than  21  days  prior  to  the 
hearing  date  specified  in  this  notice.  A 
party  that  filed  a  notice  of  appearance 
during  the  preliminary  phase  of  the 
investigation  need  not  file  an  additional 
notice  of  appearance  during  this  final 
phase.  The  Secretary  wdll  maintain  a 
public  service  list  containing  the  names 
and  addresses  of  all  persons,  or  their 
representatives,  who  are  parties  to  the 
investigation. 

Limited  disclosure  of  business 
proprietary  information  (BPI)  under  an 
administrative  protective  order  (APO) 
and  BPI  service  list. — Pursuant  to 
section  207.7(a)  of  the  Commission’s 
rules,  the  Secretary  will  make  BPI 
gathered  in  the  final  phase  of  this 
investigation  available  to  authorized 
applicants  under  the  APO  issued  in  the 
investigation,  provided  that  the 
application  is  made  no  later  than  21 
days  prior  to  the  hearing  date  specified 
in  this  notice.  Authorized  applicants 
must  represent  interested  parties,  as 
defined  by  19  U.S.C.  1677(9),  who  are 
parties  to  the  investigation.  A  party 
granted  access  to  BPI  in  the  preliminary 
phase  of  the  investigation  need  not 


reapply  for  such  access.  A  separate 
service  list  will  be  maintained  by  the 
Secretary  for  those  parties  authorized  to 
receive  BPI  under  the  APO. 

Staff  report. — The  prehearing  staff  • 
report  in  the  final  phase  of  this 
investigation  will  be  placed  in  the 
nonpublic  record  on  February  24,  2009, 
and  a  public  version  will  be  issued 
thereafter,  pursuant  to  section  207.22  of 
the  Commission’s  rules. 

Hearing. — The  Commission  will  hold 
a  hearing  in  connection  with  the  final 
phase  of  this  investigation  beginning  at 
9:30  a.m.  on  March  10,  2009,  at  the  U.S. 
International  Trade  Commission 
Building.  Requests  to  appear  at  the 
hearing  should  be  filed  in  writing  with 
the  Secretary  to  the  Commission  on  or 
before  March  3,  2009.  A  nonparty  who 
has  testimony  that  may  aid  the 
Commission’s  deliberations  may  request 
permission  to  present  a  short  statement 
at  the  hearing.  All  parties  and 
nonparties  desiring  to  appear  at  the 
hearing  and  make  oral  presentations 
should  attend  a  prehearing  conference 
to  be  held  at  9:30  a.m.  on  March  5,  2009, 
at  the  U.S.  International  Trade 
Commission  Building.  Oral  testimony 
and  written  materials  to  be  submitted  at 
tbe  public  bearing  are  governed  by 
sections  201.6(b)(2),  201.13(f),  and 
207.24  of  the  Commission’s  rules. 

Parties  must  submit  any  request  to 
present  a  portion  of  their  hearing 
testimony  in  camera  no  later  than  7 
days  prior  to  the  date  of  the  hearing. 

Written  submissions. — Each  party 
who  is  an  interested  party  shall  submit 
a  prehearing  brief  to  the  Commission. 
Prehearing  briefs  must  conform  with  the 
provisions  of  section  207.23  of  the 
Commission’s  rules:  the  deadline  for 
filing  is  March  3,  2009.  Parties  may  also 
file  written  testimony  in  connection 
with  their  presentation  at  the  hearing,  as 
provided  in  section  207.24  of  the 
Commission’s  rules,  and  posthearing 
briefs,  which  must  conform  with  the 
provisions  of  section  207.25  of  the 
Commission’s  rules.  The  deadline  for 
filing  posthearing  briefs  is  March  17, 
2009;  witness  testimony  must  be  filed 
no  later  than  three  days  before  the 
hearing.  In  addition,  any  person  who 
has  not  entered  an  appearance  as  a  party 
to  the  investigation  may  submit  a 
written  statement  of  information 
pertinent  to  the  subject  of  the 
investigation,  including  statements  of 
support  or  opposition  to  the  petition,  on 
or  before  March  17,  2009.  On  April  1, 
2009,  the  Commission  will  make 
available  to  parties  all  information  on 
which  they  have  not  had  an  opportunity 
to  comment.  Parties  may  submit  final 
comments  on  this  information  on  or 
before  April  3,  2009,  but  such  final 


comments  must  not  contain  new  factual 
information  and  must  otherwise  comply 
with  section  207.30  of  the  Commission’s 
rules.  All  written  submissions  must 
conform  with  the  provisions  of  section 
201.8  of  the  Commission’s  rules;  any 
submissions  that  contain  BPI  must  also 
conform  with  the  requirements  of 
.sections  201.6,  207.3,  and  207.7  of  the 
Commission’s  rules.  The  Commission’s 
rules  do  not  authorize  filing  of 
submissions  with  the  Secretary  by 
facsimile  or  electronic  means,  except  to 
the  extent  permitted  by  section  201.8  of 
the  Commissian’s  rules,  as  amended,  67 
FR  68036  (November  8,  2002).  Even 
where  electronic  filing  of  a  document  is 
permitted,  certain  documents  must  also 
be  filed  in  paper  form,  as  specified  in  II 
(C)  of  the  Commission’s  Handbook  on 
Electronic  Filing  Procedures,  67  FR 
68168,  68173  (November  8,  2002). 

Additional  written  submissions  to  the 
Commission,  including  requests 
pursuant  to  section  201.12  of  the 
Commission’s  rules,  shall  not  be 
accepted  unless  good  cause  is  shown  for 
accepting  such  submissions,  or  unless 
the  submission  is  pursuant  to  a  specific 
request  by  a  Commissioner  or 
Commission  staff. 

In  accordance  with  sections  201.16(c) 
and  207.3  of  the  Commission’s  rules, 
each  document  filed  by  a  party  to  the 
investigation  must  be  served  on  all  other 
parties  to  the  investigation  (as  identified 
by  either  the  public  or  BPI  sendee  list), 
and  a  certificate  of  service  must  be 
timely  filed.  The  Secretary  will  not 
accept  a  document  for  filing  without  a 
certificate  of  service. 

Authority:  This  investigation  is  being 
conducted  under  authority  of  title  VII  of  the 
Tariff  Act  of  1930;  this  notice  is  published 
pursuant  to  section  207.21  of  the 
Commission's  rules. 

By  order  of  the  Commission. 

Issued:  November  18,  2008. 

William  R.  Bishop, 

Acting  Secretary  to  the  Commission. 

(FR  Doc.  E8-27b86  Filed  11-20-08;  8:45  am) 
BILLING  CODE  7020-02-P 


DEPARTMENT  OF  JUSTICE 

Notice  of  Lodging  of  a  Consent  Decree 
Under  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liabiiity  Act 

Notice  is  hereby  given  that  on 
November  4.  2008,  a  proposed  Consent 
Decree  in  the  case  of  United  States  and 
State  of  North  Carolina  v.  Plantation 
Pipeline  Company,  Docket  No.  3:08-cv- 
500,  was  lodged  with  the  United  States 
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District  Court  for  the  Western  District  of 
North  Carolina.  ' 

In  this  proceeding,  the  United  States 
filed  claims  pursuant  to  the  Clean  Water 
Act,  33  U.S.C.  1251-1387,  for  civil 
penalties  and  injunctive  relief  resulting 
from  four  discharges  of  oil  from 
pipelines  owned  and/or  operated  by  the 
Defendant  in  the  States  of  Georgia, 

North  Carolina,  and  Virginia,  during  the 
period  January  2000  to  November  2006. 
The  Consent  Decree  also  resolves  a 
claim  that  Defendant  failed  to  prepare 
and  implement  a  Spill  Prevention, 
Control,  and  Countermeasure  Plan  for  a 
Virginia  facility,  as  required  by  40  CFR 
112.3.  Pursuant  to  the  Consent  Decree, 
Defendant  agrees  to  pay  civil  penalties 
of  $715,000  plus  interest  to  the  United 
States,  and  $10,000  plus  interest  to  the 
State  of  North  Carolina.  Defendant  also 
agrees  to  perform  work  on  its  pipeline 
system  to  address  the  causes  of  the 
spills. 

The  Department  of  Justice  will 
receive,  for  a  period  of  thirty  {30}  days 
from  the  date  of  this  publication, 
comments  relating  to  the  Ccn.sent 
Decree.  Comments  should  be  addressed 
to  the  Assistant  Attorney  General, 
Environment  and  Natural  Resources 
Division,  and  either  e-mailed  to 
pubcomment-ees.emd@usdoj.gov,  or 
mailed  to:  P.O.  Box  7611,  U.S. 
Department  of  Justice,  Washington,  DC 
20044-7611,  and  should  refer  to:  U.S.  v. 
Plantation  Pipeline  Company,  DJ.  Ref. 
90-5-1-1-08337.  The  Consent  Decree 
may  be  examined  at:  U.S.  EPA  Region 
111,  Office  of  Regional  Counsel,  1650 
Arch  Street,  Philadelphia,  PA  19103- 
2029,  c/o  Natalie  Katz,  Esq.;  at  U.S.  EPA 
Region  IV,  Office  of  Regional  Counsel, 

61  Forsyth  Street,  SW.,  Atlanta,  GA 
30303-8960,  c/o  Joan  Redleaf  Durbin, 
Esq.;  and  at  the  United  States  Attorney’s 
Office  for  the  Western  District  of  North 
Carolina,  227  West  Trade  Street, 
Charlotte,  NC  28202,  c/o  Sid  Alexander, 
Esq. 

During  the  public  comment  period, 
the  Consent  Decree  may  also  be 
examined  at  the  following  Department 
of  Justice  Web  site:  http:// 

WWW.  usdoj.gov/enrd/ 
Consent_Decrees.html.  A  copy  of  the 
Consent  Decree  may  also  be  obtained  by 
mail  from  the  Consent  Decree  Library, 
P.O.  Box  7611,  U.S.  Department  of 
Justice,  Washington,  DC  20044-7611,  or 
by  faxing  or  e-mailing  a  request  to  Tonia 
Fleetwood  (tonia.fleetwood@usdoj.gov), 
fax  no.  (202)  514-0097,  phone 
confirmation  number  (202)  514-1547.  In 
requesting  a  copy  from  the  Consent 
Decree  Library,  please  enclose  a  check 
in  the  amount  of  $7.75  (25  cents  per 
page  reproduction  cost)  payable  to  the 
U.S.  Treasury  or,  if  by  e-mail  or  fax. 


forward  a  check  in  that  amount  to  the 
Consent  Decree  Library  at  the  stated 
address. 

Robert  Brook, 

Assistant  Chief,  Environmental  Enforcement 
Section,  Environment  and  Natural  Resources 
Division. 

[FR  Doc.  E8-27720  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4410-15-P 


DEPARTMENT  OF  JUSTICE 

Antitrust  Division 

Notice  Pursuant  to  the  National 
Cooperative  Research  and  Production 
Act  of  1993 — Alliance  for  Sustainable 
Air  Transportation,  Inc. 

Notice  is  hereby  given  that,  on 
October  17,  2008,  pursuant  to  Section 
6(a)  of  the  National  Cooperative 
Research  and  Production  Act  of  1993, 

15  U.S.C.  4301  et  seq.  (“the  Act’’) 
Alliance  for  Sustainable  Air 
Transportation,  Inc.  (“ASAT”)  has  filed 
written  notifications  simultaneously 
with  the  Attorney  General  and  the 
Federal  Trade  Commission  disclosing 
changes  in  its  membership.  The 
notifications  were  filed  for  the  purpose 
of  extending  the  Act’s  provisions 
limiting  the  recovery  of  antitrust 
plaintiffs  to  actual  damages  under 
specified  circumstances.  Specifically, 
State  of  California,  Department  of 
Transportation,  Division  of  Aeronautics, 
Sacramento,  CA  has  been  added  as  a 
party  to  this  venture. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  group  research  project. 
Membership  in  this  group  fesearch 
project  remains  open,  and  ASAT 
intends  to  file  additional  written 
notifications  disclosing  all  changes  in 
membership. 

On  July  25,  2008,  ASAT  filed  its 
original  notification  pursuant  to  Section 
6(a)  of  the  Act.  The  Department  of 
Justice  published  a  notice  in  the  Federal 
Register  pursuant  to  Section  6(b)  of  the 
Act  on  August  25,  2008  (73  FR  50055). 

Patricia  A.  Brink, 

Deputy  Director  of  Operations,  Antitrust 
Division. 

[FR  Doc.  E8-27510  Filed  11-20-08;  8:45  am] 
BILLING  CODE  441 0-11 -M 


DEPARTMENT  OF  JUSTICE 

Antitrust  Division 

Notice  Pursuant  to  the  National 
Cooperative  Research  and  Production 
Act  of  1993 — Cooperative  Research 
Group  on  Clean  Diesel  V 

Notice  is  hereby  given  that,  on 
October  27,  2008,  pursuant  to  Section 
6(a)  of  the  National  Cooperative 
Research  and  Production  Act  of  1993, 

15  U.S.C.  4301  et  seq.  (“the  Act’’), 
Southwest  Research  Institute — 
Cooperative  Research  Group  on  Clean 
Diesel  V  (“Clean  Diesel  V’’)  has  filed 
written  notifications  simultaneously 
with  the  Attorney  General  and  the 
Federal  Trade  Commission  disclosing 
changes  in  its  merfibership.  The 
notifications  were  filed  for  the  purpose 
of  extending  the  Act’s  provisions 
limiting  the  recovery  of  antitrust 
plaintiffs  to  actual  damages  under 
specified  circumstances.  Specifically, 
PSA  Peugeot  Citroen,  La  Garenne- 
Coloinbes,  FRANCE,  has  been  added  as 
a  party  to  this  v'enture. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  group  research  project. 
Membership  in  this  group  research 
project  remains  open,  and  Clean  Diesel 
V  intends  to  file  additional  written 
notifications  disclosing  all  changes  in 
membership. 

On  January  10,  2008,  Clean  Diesel  V 
filed  its  original  notification  pursuant  to 
Section  6(a)  of  the  Act.  The  Department 
of  Justice  published  a  notice  in  the 
Federal  Register  pursuant  to  Section 
6(b)  of  the  Act  on  February  25,  2008,  (73 
FR  10064).  The  last  notification  was 
filed  with  the  Department  on  August  26, 
2008  and  published  in  the  Federal 
Register  on  September  29,  2008,  (73  FR 
56610) 

Patricia  A.  Brink, 

Deputy  Director  of  Operations,  Antitrust 
Division. 

[FR  Doc.  E8-27511  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4410-11-M 

DEPARTMENT  OF  JUSTICE 

Antitrust  Division 

Notice  Pursuant  to  the  National 
Cooperative  Research  and  Production 
Act  of  1993 — information  Card 
Foundation 

Notice  is  hereby  given  that,  on 
October  20,  2008,  pursuant  to  Section 
6(a)  of  the  National  Cooperative 
Research  and  Production  Act  of  1993, 

15  U.S.C.  4301  et  Seq.  (“the  Act”), 
Information  Card  Foundation  has  filed 
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written  notifications  simultaneously 
with  the  Attorney  General  and  the 
Federal  Trade  Commission  disclosing 
changes  in  its  membership.  The 
notifications  were  filed  for  the  purpose 
of  extending  the  Act’s  provisions 
limiting  the  recovery  of  antitrust 
plaintiffs  to  actual  damages  under 
specified  circumstances.  Specifically, 
Microsoft,  Redmond,  WA;  WS02, 
Mountain  View,  CA;  Novell,  Waltham, 
MA;  CORISECIO,  Darmstadt, 

GERMANY;  Figlo,  Capell  a/d  Yssel, 

THE  NETHERLANDS;  Crypto-Pro, 
Moscow,  RUSSIA;  Eduserv,  Bath, 
UNITED  KINGDOM;  Oracle,  Sunnyvale, 
CA;  ETRI,  Seoul,  REPUBLIC  OF 
KOREA;  Arcot  Systems,  Sunnyvale,  CA; 
Anders  Rundgren,  Almunge.  SWEDEN; 
Deutsche  Telekom,  Berlin,  GERMANY; 
Christopher  Reynolds  (individual 
member),  Wayland,  MA;  Intel, 

Hillsboro,  OR  and  Steve  Holcombe 
(individual  member),  Stillwater,  OK 
have  been  added  as  parties  to  this 
venture. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  group  research  project. 
Membership  in  this  group  research 
project  remains  open,  and  Information 
Card  Foundation  intends  to  file 
additional  written  notifications 
disclosing  all  changes  in  membership. 

On  June  2,  2008,  Information  Card 
Foundation  filed  its  original  notification 
pursuant  to  Section  6(a)  of  the  Act.  The 
Department  of  Justice  published  a  notice 
in  the  Federal  Register  pursuant  to 
Section  6(b)  of  the  Act  on  July  16,  2008 
(73  FR  40883). 

The  last  notification  was  filed  with 
the  Department  on  August  18,  2008.  A 
notice  was  published  in  the  Federal 
Register  pursuant  to  Section  6(b)  of  the 
Act  on  September  18,  2008  (73  FR 
54169). 

Patricia  A.  Brink, 

Deputy  Director  of  Operations,  Antitrust 
Division. 

[FR  Doc.  E8-27512  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4410-1 1-M 


DEPARTMENT  OF  JUSTICE 

Antitrust  Division 

Notice  Pursuant  to  the  National 
Cooperative  Research  and  Production 
Act  of  1993— Nano  Valley  Consortium 

Notice  is  hereby  given  that,  on 
October  27,  2008,  pursuant  to  Section 
6(a)  of  the  National  Cooperative 
Research  and  Production  Act  of  1993, 

15  U.S.C.  4301  et  seq.  (“the  Act’’),  Nano 
Valley  Consortium  (“NVC”)  has  filed 
written  notifications  simultaneously 


with  the  Attorney  General  and  the 
Federal  Trade  Commission  disclosing 

(1)  the  identities  of  the  parties  to  the 
venture  and  (2)  the  nature  and 
objectives  of  the  venture.  The 
notifications  were  filed  for  the  purpose 
of  invoking  the  Act’s  provisions  limiting 
the  recovery  of  antitrust  plaintiffs  to 
actual  damages  under  specified 
circumstances. 

Pursuant  to  Section  6(b)  of  the  Act, 
the  identities  of  the  parties  to  the 
venture  are:  National  Nanotechnology 
Manufacturing  Center  (“NNMC”)  ,  Inc., 
Swainsboro,  CA;  Nantero,  Inc.,  Woburn, 
MA;  Phoenix  Solutions  Co., 
Minneapolis,  MN;  J.  Jireh  Corp.,  Payson, 
AZ;  Altairnano,  Inc.,  Reno,  NV;  General 
Dynamics,  Ordnance  and  Tactical 
Systems,  LeCardeur,  Quebec,  Canada; 
Georgia  Southern  University, 

Statesboro,  CA;  PPG  Industries,  Inc., 
Allison  Park,  PA;  and  Fujifilm  Dimatix, 
Inc.,  Santa  Clara,  CA.  The  general  area 
of  NVC’s  planned  activity  is 
development  of  nanotechnology  enabled 
materials  and  devices  for  military  and 
non-military  usage. 

Patricia  A.  Brink, 

Deputy  Director  of  Operations,  Antitrust 
Division. 

[FR  Doc.  E8-27508  Filed  11-20-08;  8:45  ami 
BILLING  CODE  441&-11-M 


DEPARTMENT  OF  JUSTICE 

Executive  Office  for  Immigration 
Review 

[0MB  Number  112&-0001] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comments  Requested 

ACTION;  30-Day  notice  of  information 
collection  under  review:  Application  for 
Cancellation  of  Removal  (42A)  for 
Certain  Permanent  Residents;  (42B)  and 
Adjustment  of  Status  for  Certain 
Nonpermanent  Residents. 

The  Department  of  Justice  (DOJ), 
Executive  Office  for  Immigration 
Review  (EOIR)  has  submitted  the 
following  information  collection  request 
to  the  Office  of  Management  and  Budget 
(OMB)  for  review  and  approval  in 
accordance  with  the  Paperwork 
Reduction  Act  of  1995.  The  proposed 
information  collection  is  published  to 
obtain  comments  from  the  public  and 
affected  agencies.  This  proposed 
information  collection  was  previously 
published  in  the  Federal  Register 
Volume  73,  Number  179,  page  53282,  on 
September  15,  2008,  allowing  for  a  60- 
day  comment  period. 


The  purpose  of  this  notice  is  to  allow 
for  an  additional  30  days  for  public 
comment  until  December  22,  2008.  This 
process  is  conducted  in  accordance  with 
5  CFR  1320.10. 

Written  comments  and/or  suggestions 
regarding  the  items  contained  in  this 
notice,  especially  the  estimated  public 
burden  and  associated  response  time, 
should  be  directed  to  the  Office  of 
Management  and  Budget,  Office  of 
Information  and  Regulatory  Affairs, 
Attention:  Department  of  Justice  Desk 
Officer,  Washington,  DC  20530. 
Additionally,  comments  also  may  be 
submitted  to  OMB  via  facsimile  to  (202) 
395-5806. 

Written  comments  and  suggestions 
from  the  public  and  affected  agencies 
concerning  the  proposed  collection  of 
information  are  encouraged.  Your 
comments  should  address  one  or  more 
of  the  following  four  points: 

— Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

— Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 

— Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected:  and 

— Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

Overview  of  This  Information 
Collection 

(1)  Type  of  Information  Collection: 
Revision  of  a  Currently  Approved 
Collection. 

(2)  Title  of  the  Form/Collection: 
Application  for  Cancellation  of  Removal 
(42A)  for  Certain  Permanent  Residents; 
(42B)  and  Adjustment  of  Status  for 
Certain  Nonpermanent  Residents. 

(3)  Agency  form  number,  if  any,  and 
the  applicable  component  of  the 
Department  of  Justice  sponsoring  the 
collection:  Form  Number:  EOIR-42A, 
E01R-42B.  Executive  Office  for 
Immigration  Review,  United  States 
Department  of  Justice. 

(4)  Affected  public  who  will  be  asked 
or  required  to  respond,  as  well  as  a  brief 
abstract:  Primary:  Individual  aliens 
determined  to  be  removable  from  the 
United  States.  Other:  None.  Abstract: 
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This  information  collection  is  necessary 
to  determine  the  statutory  eligibility  of 
individual  aliens  who  have  been  , 
determined  to  be  removable  from  the 
United  States  for  cancellation  of  their 
removal,  as  well  as  to  provide 
information  relevant  to  a  favorable 
exercise  of  discretion. 

(5)  An  estimate  of  the  total  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond/reply:  It  is  estimated  that 
11,000  respondents  will  complete  the 
form  annually  with  an  average  of  5 
hours,  50  minutes  per  response. 

(6)  An  estimate  of  the  total  public 
burden  (in  hours)  associated  with  the 
collection:  There  are  an  estimated 
64,130  total  annual  burden  hours 
associated  with  this  collection  annually. 

If  additional  information  is  required, 
contact  Lynn  Bryant,  Department 
Clearance  Officer,  United  States 
Department  of  Justice,  Justice 
Management  Division,  Policy  and 
Planning  Staff,  Patrick  Henry  Building. 
Suite  1600,  601  D  Street,  NW., 
Washington,  DC  20530. 

Dated:  November  14,  2008. 

Lynn  Bryant, 

Department  Clearance  Officer,  PBA,  United 
States  Department  oflustice. 

[FR  Doc.  E8-27644  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4410-30-P 


DEPARTMENT  OF  LABOR 

Employee  Benefits  Security 
Administration 

Proposed  Extension  of  Information 
Collection;  Comment  Request 
Disclosures  by  Insurers  to  General 
Account  Policyholders 

ACTION:  Notice. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995  (PRA 
95)  (44  U.S.C.  3506(c)(2)(A)),  the 
Department  of  Labor  (the  Department) 
conducts  a  preclearance  consultation 
program  to  provide  the  general  public 
and  Federal  agencies  with  an 
opportunity  to  comment  on  proposed 
and  continuing  collections  of 
information.  This  program  helps  to 
ensure  that  the  data  the  Department 
gathers  can  be  provided  in  the  desired 
format,  that  the  reporting  burden  on  the 
public  (time  and  financial  resources)  is 
minimized,  that  the  public  understands 
the  Department’s  collection 
instruments,  and  that  the  Department 
can  accurately  assess  the  impact  of 
collection  requirements  on  respondents. 

By  this  notice,  the  Department  is 
soliciting  comments  concerning  the 


information  collection  provisions  of  the 
regulation  pertaining  to  section  401(c)  of 
the  Employee  Retirement  Income 
Security  Act  of  1974,  as  amended 
(ERISA).  The  statute  and  the  regulatory 
provisions  codified  at  29  CFR 
2550.401C-1  require  insurers  that  issue 
certain  types  of  insurance  policies  to 
employee  benefit  plans  to  make  specific 
one-time  and  annual  disclosures  to  such 
plans  if  assets  of  the  plan  are  held  in  the 
insurer’s  general  account.  A  copy  of  the 
ICR  may  be  obtained  by  contacting  the 
office  listed  in  the  ADDRESSES  section  of 
this  notice. 

DATES:  Written  comments  must  be 
submitted  to  the  office  shown  in  the 
ADDRESSES  section  below  on  or  before 
January  20,  2009. 

ADDRESSES:  Interested  parties  are 
invited  to  submit  written  comments 
regarding  the  information  collection 
request  and  burden  estimates  to:  G. 
Christopher  Cosby,  Office  of  Policy  and 
Research,  U.S.  Department  of  Labor, 
Employee  Benefits  Security 
Admini.stration,  200  Constitution 
Avenue,  NW.,  Room  N-5718, 

Washington,  DC  20210.  Telephone: 

(202)  693-8410;  Fax:  (202)  219-4745. 
These  are  not  toll-free  numbers. 
Comments  may  also  be  submitted 
electronically  to  the  following  Internet 
e-mail  address:  ebsa.opr@dol.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

Section  1460  of  the  Small  Business 
Job  Protection  Act  of  1996  (Pub.  L.  104- 
188)  amended  ERISA  by  adding  Section 
401(c),  which  clarified  the  extent  to 
which  assets  of  an  insurer’s  general 
account  constitute  assets  of  an  employee 
benefit  plan  when  that  insurer  has 
issued  policies  for  the  benefit  of  the 
plan  and  such  policies  are  supported  by 
assets  of  the  general  account.  Section 
401(c)  established  certain  requirements 
and  disclosures  for  insurance 
companies  that  offer  and  maintain 
policies  for  employee  benefit  plans 
where  the  plans’  assets  are  held  in  the 
insurer’s  general  account.  Section  401(c)  ' 
also  required  the  Secretary  to  provide 
guidance  on  the  statutory  requirements; 
such  guidance  was  issued  as  a  final 
rulemaking  on  January  5,  2000  (65  CFR 
614).  The  regulation  includes 
information  collection  provisions 
pertaining  to  one-time  and  annual 
disclosure  obligations  of  insurers.  The 
information  collection  provisions  in  the 
final  rulemaking  were  submitted  for 
review  by  the  Office  of  Management  and 
Budget  (OMB)  in  an  information 
collection  request  (ICR)  in  connection 
with  promulgation  of  the  final 
rulemaking  and  were  approved  by  OMB 


under  OMB  Control  No.  1210-0114.  The 
ICR  approval  is  scheduled  to  expire  on 
March  31,  2009. 

II.  Desired  Focus  of  Comments 

The  Department  is  particularly 
interested  in  comments  that: 

•  Evaluate  whether  the  collections  of 
information  are  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

•  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

•  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
collections  of  information,  including  the 
validity  of  the  methodology  and 
assumptions  used; 

•  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

III.  Current  Action 

Tbe  Employee  Benefits  Security 
Administration  (EBSA)  is  requesting  an 
extension  of  the  currently  approved  ICR 
for  the  Disclosures  by  Insurers  to 
General  Account  Policyholders.  EBSA  is 
not  proposing  or  implementing  changes 
to  the  regulation  or  to  the  existing  ICR. 

A  summary  of  the  ICR  and  the  current 
burden  estimates  follows: 

Type  of  Review:  Extension  of  a 
currently  approved  collection  of 
information. 

Agency:  Employee  Benefits  Security 
Administration,  Department  of  Labor. 

Title:  Disclosures  by  Insurers  to 
General  Account  Policyholders. 

OMB  Number:  1210-0114. 

Affected  Public:  Individuals  or 
households;  Business  or  other  for-profit; 
Not-for-profit  institutions. 

Respondents:  104. 

Frequency  of  Response:  One-time; 
Annual. 

Responses:  123,500. 

Estimated  Total  Burden  Hours: 
466,667. 

Estimated  Total  Burden  Cost 
(Operating  and  Maintenance):  46,000. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and/or 
included  in  the  request  for  OMB 
approval  of  the  information  collection 
request.  They  will  also  become  a  matter 
of  public  record. 
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Dated:  November  12,  2008. 

Joseph  S.  Piacentini, 

Director,  Office  of  Policy  and  Research, 
Employee  Benefits  Security  Administration. 
[FR  Doc.  E8-27635  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4510-29-P 


DEPARTMENT  OF  LABOR 

Employee  Benefits  Security 
Administration 

Proposed  Extension  of  Information 
Collection;  Comment  Request;  ERISA 
Technical  Release  91-1 

ACTION:  Notice. 

SUMMARY:  The  Department  of  Labor  (the 
Department),  as  part  of  its  continuing 
effort  to  reduce  paperwork  and 
respondent  burden,  conducts  a 
preclearance  consultation  program  to 
provide  the  general  public  and  Federal 
agencies  with  an  opportunity  to 
comment  on  proposed  and  continuing 
collections  of  information  in  accordance 
with  the  Paperwork  Reduction  Act  of 
1995  (PRA  95)  (44  U.S.C.  3506(c)(2)(A)). 
This  program  helps  to  ensure  that  the 
data  the  Department  gathers  can  be  ' 
provided  in  the  desired  format,  that  the 
reporting  burden  on  the  public  (time 
and  financial  resources)  is  minimized, 
that  the  public  understands  the 
Department’s  collection  instruments, 
and  that  the  Department  can  accurately 
assess  the  impact  of  collection 
requirements  on  respondents. 

Currently,  the  Employee  Benefits 
Security  Administration  (EBSA)  is 
soliciting  comments  concerning  an 
extension  of  the  information  collections 
in  ERISA  Technical  Release  91-1, 
issued  in  1991.  Technical  Release  91-1 
provides  guidance  on  permitted 
transfers  of  excess  assets  from  a  defined 
benefit  pension  plan  to  a  retiree  health 
benefits  account  under  provisions  of  the 
Internal  Revenue  Code  (the  Code)  and 
the  Employee  Retirement  Income 
Security  Act  of  1974  (ERISA),  A  copy  of 
the  information  collection  request  (ICR) 
may  be  obtained  by  contacting  the  office 
listed  in  the  ADDRESSES  section  of  this 
notice. 

DATES:  Written  comments  must  be 
submitted  on  or  before  January  20,  2009. 
ADDRESSES:  Direct  all  written  comments 
regarding  the  information  collection 
request  and  burden  estimates  to  G. 
Christopher  Cosby,  Office  of  Policy  and 
Research,  Employee  Benefits  Security 
Administration,  U.S.  Department  of 
Labor,  200  Constitution  Avenue,  NW., 
Room  N-5718,  Washington,  DC  20210. 
Telephone:  (202)  693-8410;  Fax;  (202) 
693  219-5333.  These  are  not  toll-free 


numbers.  Comments  may  also  be 
submitted  electronically  to  the 
following  Internet  e-mail  address: 
ebsa.opr@doI.gov. 

SUPPLEMENTARY  INFORMATION; 

I.  Background 

ERISA  section  101(e)  sets  forth  certain 
notice  requirements  that  must  be 
satisfied  before  an  employer  may 
transfer  excess  assets  from  a  defined 
benefit  plan  to  a  retiree  health  benefits 
account,  as  otherwise  permissible  after 
satisfying  the  conditions  set  forth  in 
section  420  of  the  Code.  Section 
101(e)(1)  establishes  the  plan 
administrator’s  obligation  to  provide 
advance  written  notification  of  such 
transfers  to  participants  and 
beneficiaries.  Section  101(e)(2)(A) 
separately  establishes  the  employer's 
obligation  to  provide  advance  written 
notification  of  such  transfers  to  the 
Secretaries  of  Labor  and  Treasury,  tbe 
plan  administrator,  and  each  employee  ' 
organization  representing  participants 
in  the  plan.  The  requirements  relating  to 
advance  notification  of  transfers  to 
retiree  health  benefit  accounts  were 
added  to  ERISA  as  part  of  the  Omnibus 
Budget  Reconciliation  Act  of  1990  (Pub. 
L.  101-508).  ERISA  Technical  Release 
91-1  provides  guidance  on  the  type  of 
information  to  be  provided  in  the 
notices  to  both  the  participants  and 
beneficiaries  and  to  the  Secretaries. 

EBSA  submitted  the  information 
collection  provisions  in  the  Technical 
Release  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  in 
connection  with  issuance  of  the 
Technical  Release.  OMB  approved  the 
ICR  under  OMB  Control  No.  1210-0084. 
The  ICR  approval  is  scheduled  to  expire 
on  March  31,  2009. 

II.  Desired  Focus  of  Comments 

The  Department  is  particularly 
interested  in  comments  that: 

•  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

•  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

•  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
collection  of  information,  including  the 
validity  of  the  methodology  and 
assumptions  used; 

•  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 


technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  by  permitting  electronic  submission 
of  responses. 

III.  Current  Action 

This  notice  requests  comments  on  an 
extension  of  the  information  collections 
in  ERISA  Technical  Release  91-1.  EBSA 
is  not  proposing  or  implementing 
changes  to  the  existing  ICR  at  this  time. 
A  summary  of  the  ICR  and  the  current 
burden  estimates  follows: 

Type  of  Review:  Extension  of  a 
currently  approved  collection  of 
information. 

Agency:  Employee  Benefits  Security 
Administration,  Department  of  Labor. 

Titles:  ERISA  Technical  Release  91-1. 

OMB  Number:  1210-0084. 

Affected  Public:  Individuals  or 
households;  Business  or  other  for-profit; 
Not-for-profit  institutions. 

Respondents:  21. 

Frequency  of  Response:  One  time. 

Responses:  135,450. 

Estimated  Total  Burden  Hours:  3,386. 

Estimated  Total  Burden  Cost 
(Operating  and  Maintenance):  $26,413. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and/or 
included  in  the  request  for  OMB 
approval  of  the  information  collection 
request  and  will  also  become  a  matter  of 
public  record. 

Dated:  November  12,  2008. 

Joseph  S.  Piacentini, 

Director,  Office  of  Policy  and  Research, 
Employee  Benefits  Security  Administmtion. 
[FR  Doc.  E8-27636  Filed  11-20-08;  8:45  am) 
BILLING  CODE  4510-29-P 


DEPARTMENT  OF  LABOR 

Employee  Benefits  Security 
Administration 

Proposed  Extension  of  Information 
Collection  Request;  Submitted  for 
Public  Comment;  Multiempioyer  Plan 
Annual  Funding  Notice 

action:  Notice. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995  (PRA 
95)  (44  U.S.C.  3506(c)(2)(A)),  the 
Department  of  Labor  (the  Department) 
conducts  a  preclearance  consultation 
program  so  that  the  general  public  and 
other  federal  agencies  can  comment  on 
proposed  and  continuing  collections  of 
information.  This  program  helps  to 
ensure  that  the  data  the  Department 
gathers  arrive  in  the  desired  format,  that 
the  reporting  burden  on  the  public  (time 
and  financial  resources)  is  minimized, 
that  the  public  understands  the 
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collection  instruments,  and  that  the 
Department  can  accurately  assess  the 
impact  of  collection  requirements  on 
respondents. 

By  this  notice,  the  Department  is 
soliciting  comments  on  the  information 
collection  provisions  of  regulations 
pertaining  to  section  101(fl  of  the 
Employee  Retirement  Income  Security 
Act  of  1974,  as  amended  (ERISA).  The 
statute  and  the  regulatory  provisions 
codified  at  29  CFR  2520.101-4  require 
the  administrator  of  a  defined  benefit 
plan  which  is  a  multiemployer  plan  to 
furnish  an  annual  plan  funding  notice  to 
each  plan  participant  and  beneficiary, 
each  labor  organization  representing 
such  participants  or  beneficiaries,  each 
employer  that  has  an  obligation  to 
contribute  under  the  plan,  and  the 
Pension  Benefit  Guaranty  Ciorporation. 

A  copy  of  the  information  collection 
ntquest  (if  ;R}  can  be  obtained  by 
contacting  the  office  shown  <n  tlie 
addnisses  section  of  ihis  notiev.  ICRs 
submitted  to  TliViB  also  are  av.iil?ble  at 
http://\\  \nv.Heglnfo  gc,v. 

DATES:  Written  comments  must  be 
submitted  to  the  office  showii  u*  the 
addresses  section  on  or  before  japuary 
20,  2009. 

ADDRESSES:  Interested  parties  are 
inviteti  to  submit  written  comments 
regarding  the  information  collection 
request  and  burden  estimates  to;  G. 
Christopher  Cosby,  Office  of  Policy  and 
Research,  U.S.  Department  of  Labor, 
Employee  Benefits  Security 
Administration,  200  Constitution 
Avenue,  NW.,  Room  N-5718, 
Washington,  DC  20210.  Telephone: 

(202)  693-8410;  Fax:  (202)  219-4745. 
These  are  not  toll-free  numbers. 
Comments  may  also  be  submitted 
electronically  to  the  following  Internet 
e-mail  address:  ebsa.opr@doI.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

Pursuant  to  section  101(a)(1)  of 
ERISA,  the  administrator  of  a  defined 
benefit  plan  which  is  a  multiemployer 
plan  must  furnish  an  annual  plan 
funding  notice  to  each  plan  participant 
and  beneficiary,  each  labor  organization 
representing  such  participants  or 
beneficiaries,  each  employer  that  has  an 
obligation  to  contribute  under  the  plan, 
and  the  Pension  Benefit  Guaranty 
Corporation.  The  Department  issued  a 
final  implementing  regulation  under 
this  provision  on  January  11,  2006  (71 
FR  1904),  which  is  codified  at  29  CFR 
2520.101-4.  The  ICR  relating  to  the 
regulation  was  approved  on  March  17, 
2005  under  OMB  Control  Number  1210- 
0126.  The  ICR  was  extended  on 


extended  on  August  20,  2008  and  is 
scheduled  to  expire  on  March  31,  2009. 

II.  Desired  Focus  of  Comments 

The  Department  is  particularly 
interested  in  comments  that: 

•  Evaluate  whether  the  proposed 

collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  .< 

•  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected; 

•  Evaluate  the  accuracy  of  the  * 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 

•  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respoiid,  including  througli  the 
use  of  appr-  .priate  automated, 
electronic,  mechanical,  or  other 
iechnoiogica)  collection  techniques  or 
other  forms  of  inforuiation  technology, 
o.g.,  permiiilng  eloctrcnic  submission  of 
lesponscs 

III.  Current  Actio.us 

The  Employee  Benefits  Security 
Administration  is  requesting  an 
extension  of  the  currently  approved  KHR 
for  the  Multiemployer  Plan  Annual 
Funding  Notice  under  ERLS  A  section 
101(f)  and  29  CFR  2520.101-4.  The 
Department  is  not  proposing  or 
implementing  changes  to  the  regulation 
or  to  the  existing  ICR  at  this  time  but  is 
working  toward  amending  the 
regulation  to  reflect  amendments  made 
by  the  Pension  Protection  Act  of  2006. 

A  summary  of  the  ICR  and  the  current 
burden  estimates  follows; 

Type  of  Review:  Extension  of  a 
currently  approved  collection. 

Agency:  Employee  Benefits  Security 
Administration,  Department  of  Labor. 

Title:  Multiemployer  Plan  Annual 
Funding  Notice. 

OMB  Number:  1210-0126. 

Frequency:  On  occasion. 

Affected  Public:  Individuals  or 
households;  business  or  other  for-profit 
institutions;  not-for-profit  institutions. 

Total  Respondents:  1,595. 

Total  Responses:  10,048,000. 

Estimated  Total  Burden  Hours:  4,345. 

Estimated  Annual  Burden  Cost: 
$1,083,000. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and/or 
included  in  the  request  for  OMB 
approval  of  the  ICR.  They  will  also 
become  a  matter  of  public  record. 


Dated:  November  12,  2008. 

Joseph  S.  Piacentini, 

Director,  Office  of  Policy  and  Research, 
Employee  Benefits  Secutity  Administration. 
[FR  Doc.  E8-27639  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4510-29-P 


FEDERAL  MINE  SAFETY  AND  HEALTH 
REVIEW  COMMISSION 

Meetings;  Sunshine  Act 

November  17,  2008. 

TIME  AND  date:  10  a.m.,  Thursday, 
December  4,  2008. 

PLACE:  The  Richard  V.  Backley  Hearing 
Room,  9th  Floor,  601  New  Jersey 
Avenue,  NW.,  Washington,  DC. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:  The 

Commission  will  consider  .anfl  act  upon 
the  following  in  open  session:  Secretaiy 
of  Labor  on  behalf  of  Lawrence  L. 
Pendlev  v.  Highland  Mining  Company, 
Lie,  Docket  Nos.  KENT  2007-333-0 
and  KENT  2007-506 -D.  (Issues  include 
whether  the  Administrative  Law  Judge 
properly  concluded  that  the  operator 
d'd  not  dist.rirriin.ate  against  the  miner 
in  question  under  section  105(c)  of  the 
Federal  Mine  Safety  and  Health  Act,  30 
U.S.C.  815(c).) 

Any  person  attending  this  meeting 
w'ho  requires  special  accessibility 
features  and/or  auxiliary  aids,  such  as 
sign  language  interpreters,  must  inform 
the  Commission  in  advance  of  those 
needs.  Subject  to  29  CFR  2706.150(a)(3) 
and  2706.160(d). 

CONTACT  PERSON  FOR  MORE  INFO:  Jean 
Ellen  (202)  434-9950/(202)  708-9300 
for  TDD  Relay/1-800-877-8339  for  toll 
free. 

Jean  H.  Ellen, 

Chief  Docket  Clerk. 

[FR  Doc.  E8-27858  Filed  11-19-08;  4:15  pm] 
BILLING  CODE  6735-01 -P 


NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[NOTICE  08-093] 

Notice  of  Information  Collection 

agency:  National  Aeronautics  and 
Space  Administration  (NASA). 

ACTION:  Notice  of  information  collection. 

SUMMARY:  The  National  Aeronautics  and 
Space  Administration,  as  part  of  its 
continuing  effort  to  reduce  paperwork 
and  respondent  burden,  invites  the 
general  public  and  other  Federal 
agencies  to  take  this  opportunity  to 
comment  on  proposed  and/or 


Federal  Register/ Vol.  73,  No.  226 /Friday,  November  21,  2008 /Notices 


70679 


continuing  information  collections,  as 
required  by  the  Paperwork  Reduction 
Act  of  1995  (Pub.  L.  104-13,  44  U.S.C. 
3506(c)(2)(A)). 

DATES:  All  comments  should  be 
submitted  within  60  calendar  days  from 
the  date  of  this  publication. 

ADDRESSES:  All  comments  should  be 
addressed  to  Dr.  Walter  Kit,  National 
Aeronautics  and  Space  Administration, 
Washington,  DC  20546-0001. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  information  collection 
instrument(s)  and  instructions  should 
be  directed  to  Dr.  Walter  Kit,  NASA 
Clearance  Officer,  NASA  Headquarters, 
300  E  Street,  SW.,  JEOOOO,  Washington, 
DC  20546,  (202)  358-1350,  Walter.Kit- 
l@nasa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Abstract 

NASA  needs  information  pertaining 
to  student  experiences  in  science, 
technology,  engineering,  and 
mathematics  (STEM)  programs  in  order 
to  conduct  civil  rights  compliance 
reviews  of  higher  education  STEM 
programs  receiving  federal  financial 
assistance  from  NASA,  as  required  by 
NASA  regulations  under  Title  IX  of  the 
Education  Amendments  of  1972 
(requiring  NASA  to  conduct  periodic 
compliance  reviews  of  grant  recipient 
institutions)  and  the  Section  619  of  the 
NASA  Authorization  Act  of  2005 
(requiring  NASA  to  conduct  at  least  two 
Title  IX  reviews  annually  of  NASA  grant 
recipient  institutions). 

II.  Method  of  Collection 

NASA  will  utilize  an  on-line  survey 
tool  that  will  allow  students  at 
institutions  on  which  NA.SA  is 
conducting  Title  IX  compliance  reviews 
to  provide  responses  by  e-mail. 

III.  Data 

Title:  Title  IX  Survey. 

OMB  Number:  2700-XXXX. 

Type  of  Review:  New  collection. 
Affected  Public:  Individuals  or 
households. 

Estimated  Number  of  Respondents: 
200. 

Estimated  Number  of  Responses  per 
Respondent:!. 

Estimated  Time  per  Response:  O.OHS 
hour. 

Estimated  Total  Annual  Burden 
Hours:  17  hours. 

Estimated  Total  Annual  Cost:  $0.00. 

IV.  Request  for  Comments 

Comments  are  invited  on;  (1)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 


of  the  functions  of  NASA,  including 
whether  the  information  collected  has 
practical  utility;  (2)  the  accuracy  of 
NASA’s  estimate  of  the  burden 
(including  hours  and  cost)  of  the 
proposed  collection  of  information;  (3) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (4)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  automated 
collection  techniques  or  the  use  of  other 
forms  of  information  technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and 
included  in  the  request  for  OMB 
approval  of  this  information  collection. 
They  will  also  become  a  matter  of 
public  record. 

Walter  Kit, 

NASA  Clearance  Officer. 

[FR  Doc.  E8-27697  Filed  11-20-08;  8:45  am] 
BILLING  CODE  7510-1 3-P 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[08-094] 

Notice  of  Information  Collection 

agency:  National  Aeronautics  and 
Space  Administration  (NASA). 

ACTION:  Notice  of  information  collection. 

SUMMARY:  Tbe  National  Aeronautics  and 
Space  Administration,  as  part  of  its 
continuing  effort  to  reduce  paperwork 
and  respondent  burden,  invites  the 
general  public  and  other  Federal 
agencies  to  take  this  opportunity  to 
comment  on  proposed  and/or 
continuing  information  collections,  as 
required  by  the  Paperwork  Reduction 
Act  of  1995  (Puh.  L.  104-13,  44  U.S.C. 
3506(c)(2)(A)). 

DATES:  All  comments  should  be 
submitted  within  60  calendar  days  from 
the  date  o^  this  publication. 

ADDRESSES:  All  comments  should  be 
addressed  to  Dr.  Walter  Kit,  National 
Aeronautics  and  Space  Administration, 
Washington,  DC  20546-0001. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  information  collection 
instrument(s)  and  instructions  should 
be  directed  to  Dr.  Walter  Kit,  NASA 
Clearance  Officer,  NASA  Headquarters, 
300  E  Street,  SW.,  JEOOOO,  Washington, 
DC  20546,  (202)  358-1350,  Walter.Kit- 
l@nasa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Abstract 

NASA  needs  to  collect  racial  and 
ethnic  data  information  from  on-line  job 


applicants  to  determine  if  NASA’s 
recruitment  efforts  are  reaching  all 
segments  of  the  country,  as  required  by 
Federal  law. 

II.  Method  of  Collection 

NASA  will  utilize  a  Web-based 
application  form  with  instructions  and 
other  application  materials  also  on-line. 
All  data  will  be  collected  via  this  Web- 
based  application  (separate  under 
graduate  and  graduate  forms)  and  unless 
the  user  chooses  to  download  the 
application  form  and  other  application 
materials  and  mail  them  in.  NASA  will 
utilize  an  on-line  job  application  system 
to  collect  information.  There  is  no  other 
information  technology  application 
available  to  reduce  applicant  burden. 

III.  Data 

Title:  NASA  Voluntary  On-Line  Job 
Applicant  Racial  and  Ethnic  Data 
Collection. 

OMB  Number:  2700-XXXX. 

Type  of  Review:  New  collection. 

Affected  Public:  Individuals  or 
households. 

Estimated  Number  of  Respondents: 
40,000. 

Estimated  Number  of  Responses  per 
Respondent:  1. 

Estimated  Time  per  Response:  0.083 
hour. 

Estimated  Total  Annual  Burden 
Hours:  3334  hours. 

Estimated  Total  Annual  Cost:  $0.00. 

IV.  Request  for  Comments 

Comments  are  invited  on:  (1)  Whether 
the  proposed  collection  of  information 
is  necessary'  for  the  proper  performance 
of  the  functions  of  NASA,  including 
whether  the  information  collected  has 
practical  utility;  (2)  the  accuracy  of 
NASA’s  estimate  of  the  burden 
(including  hours  and  cost)  of  the 
proposed  collection  of  information:  (3) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected:  and  (4)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  automated 
collection  techniques  or  the  use  of  other 
forms  of  information  technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and 
included  in  the  request  for  OMB 
approval  of  this  information  collection. 
They  will  also  become  a  matter  of 
public  record. 

Or.  Walter  Kit, 

NASA  Clearance  Officer. 

[FR  Doc.  E8-27701  Filed  11-20-08;  8:45  am) 
BILLING  CODE  751 0-1 3-P 
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NATIONAL  FOUNDATION  ON  THE 
ARTS  AND  THE  HUMANITIES 

National  Endowment  for  the  Arts;  Arts 
Advisory  Panel 

Pursuant  to  Section  10(a)(2)  of  the 
Federal  Advisory  Committee  Act  (Pub. 

L.  92-463),  as  amended,  notice  is  hereby 
given  that  one  meeting  of  the  Arts 
Advisory  Panel  to  the  National  Council 
on  the  Arts  will  be  held  by 
teleconference  from  the  Nancy  Hanks 
Center,  1100  Pennsylvania  Avenue, 

NW.,  Washington,  DC  20506  as  follows 
(ending  time  is  approxiinate); 

AccessAbility  (application  review): 
December  16,  2008.  This  meeting,  from 
2  p.m.  to  3  p.m.,  will  be  closed. 

The  closed  portions  of  meetings  are 
for  the  purpose  of  Panel  review, 
discussion,  evaluation,  and 
recommendations  on  financial 
assistance  under  the  National 
Foundation  on  the  Arts  and  the 
Humanities  Act  of  1965,  as  amended, 
including  information  given  in 
confidence  to  the  agency.  In  accordance 
with  the  determination  of  the  Chairman 
of  February  28,  2008,  these  sessions  will 
be  closed  to  the  public  pursuant  to 
subsection  (c)(6)  of  section  552b  of  Title 
5,  United  States  Code. 

Further  information  with  reference  to 
these  meetings  can  be  obtained  from  Ms. 
Kathy  Plow itz- Worden,  Office  of 
Guidelines  &  Panel  Operations,  National 
Endowment  for  the  Arts,  Washington, 

DC  20506,  or  call  202/682-5691. 

Dated;  November  18,  2008. 

Kathy  Piowitz-Worden, 

Panel  Coordinator,  Panel  Operations, 
National  Endowment  for  the  Arts. 

(FR  Doc.  E8-27728  Filed  11-20-08;  8:45  am] 
BILLING  CODE  7537-01 -P 


PENSION  BENEFIT  GUARANTY 
CORPORATION 

Proposed  Submission  of  Information 
Collection  for  0MB  Review;  Comment 
Request;  Notice  of  Failure  To  Make 
Required  Contributions 

AGENCY:  Pension  Benefit  Guaranty 
Corporation. 

ACTION:  Notice  of  intention  to  request 
extension  of  OMB  approval. 

SUMMARY:  The  Pension  Benefit  Guaranty 
Corporation  (PBGC)  intends  to  request 
that  the  Office  of  Management  and 
Budget  (OMB)  extend  approval  (with 
modifications),  under  the  Paperwork 
Reduction  Act,  of  the  collection  of 
information  under  Part  4043  of  its 
regulations  relating  to  Notice  of  Failure 
to  Make  Required  Contributions  (OMB 


control  number  1212-0041;  expires 
February  28,  2009).  This  notice  informs 
the  public  of  the  PBGC’s  intent  and 
solicits  public  comment  on  the 
collection  of  information. 

DATES:  Comments  must  be  submitted  by 
January  20,  2009. 

ADDRESSES:  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.reguIations.gov.  Follow  the  Web 
site  instructions  for  submitting 
comments. 

•  E-mail: 

paperwork.comments@pbgc.gov. 

•  Fax; 202-326-4224. 

•  Mail  or  Hand  Delivery:  Legislative 
and  Regulatory  Department,  Pension 
Benefit  Guaranty  Corporation,  1200  K 
Street,  NW.,  Washington,  DC  20005- 
4026. 

Comments  received,  including  personal 
information  provided,  will  be  posted  to 
http :// WWW. pbgc.gov. 

Copies  of  the  collection  of 
information  and  comments  may  be 
obtained  without  charge  by  writing  to 
the  Disclosure  Division,  Office  of 
General  Counsel,  at  the  above  address  or 
by  visiting  the  Disclosure  Division  or 
calling  202-326-4040  during  normal 
business  hours.  (TTY  and  TDD  users 
may  call  the  Federal  relay  service  toll- 
free  at  1-800-877-8339  and  ask  to  be 
connected  to  202-326-4040.)  The 
reportable  events  regulations,  forms, 
and  instructions  may  be  accessed  on  the 
PBGC’s  Web  site  at  http:// 
ww'w.pbgc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

James  Bloch,  Program  Analyst, 
Legislative  and  Policy  Division,  or 
Catherine  B.  Klion,  Manager,  Regulatory 
and  Policy  Division,  Legislative  and 
Regulatory  Department,  Pension  Benefit 
Guaranty  Corporation,  1200  K  Street, 
NW.,  Washington,  DC  20005-4026;  202- 
326-4024.  (For  TTY/TDD  users,  call  the 
Federal  relay  serv'ice  toll-free  at  1-800- 
877-8339  and  ask  to  be  connected  to 
202-326-4024.) 

SUPPLEMENTARY  INFORMATION:  Section 
303(k)  of  the  Employee  Retirement 
Income  Security  Act  of  1974  (“ERISA”) 
and  section  430(k)  of  the  Internal 
Revenue  Code  of  1986  (“Code”)  impose 
a  lien  in  favor  of  an  underfunded  single¬ 
employer  plan  that  is  covered  by  the 
termination  insurance  program  if  (1)  any 
person  fails  to  make  a  contribution 
payment  when  due,  and  (2)  the  unpaid 
balance  of  that  payment  (including 
interest),  when  added  to  the  aggregate 
unpaid  balance  of  all  preceding 
payments  for  which  payment  was  not 
made  when  due  (including  interest). 


exceeds  $1  million.  (For  this  purpose,  a 
plan  is  underfunded  if  its  funding  target 
attainment  percentage  is  less  than  100 
percent.)  The  lien  is  upon  all  property 
and  rights  to  property  belonging  to  the 
person  or  persons  who  are  liable  for 
required  contributions  (i.e.,  a 
contributing  sponsor  and  each  member 
of  the  controlled  group  of  which  that 
contributing  sponsor  is  a  member). 

Only  the  PBGC  (or,  at  its  direction, 
the  plan’s  contributing  sponsor  or  a 
member  of  the  same  controlled  group) 
may  perfect  and  enforce  this  lien.  ERISA 
and  the  Code  require  persons 
committing  payment  failures  to  notify 
the  PBGC  within  10  days  of  the  due  date 
whenever  there  is  a  failure  to  make  a 
required  payment  and  the  total  of  the 
unpaid  balances  (including  interest) 
exceeds  $1  million. 

PBGC  Form  200,  Notice  of  Failure  to 
Make  Required  Contributions,  and 
related  filing  instructions  implement  the 
statutory  notification  requirement. 
Submission  of  Form  200  is  required  by 
29  CFR  4043.81.  The  form  and 
instructions  have  been  revised  to 
remove  information  that  is  no  longer 
applicable  in  light  of  changes  made  by 
the  Pension  Protection  Act  of  2006  and 
to  refer  to  interim  guidance  issued  by 
PBGC. 

The  collection  of  information  under 
the  regulation  has  been  approved 
through  February  28,  2009,  by  OMB 
under  control  number  1212-0041.  The 
PBGC  intends  to  request  that  OMB 
extend  approval  (with  modifications)  for 
another  three  years.  An  agency  may  not 
conduct  or  sponsor,  and  a  person  is  not 
required  to  respond  to,  a  collection  of 
information  unless  it  displays  a 
currently  valid  OMB  control  number. 

The  PBGC  estimates  that  it  will 
receive  185  Form  200  filings  per  year 
under  this  collection  of  information. 

The  PBGC  further  estimates  that  the 
average  annual  burden  of  this  collection 
of  information  is  873  hours  and 
$305,550. 

The  PBGC  is  soliciting  public 
comments  to — 

•  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

•  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodologies  and  assumptions  used; 

•  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

•  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
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are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

Issued  in  Washington,  DC,  this  18th  day  of 
November,  2008. 

John  H.  Hanley, 

Director,  Legislative  and  Regulatory 
Department,  Pension  Benefit  Guaranty 
Corporation. 

[FR  Doc.  E8-27767  Filed  11-20-08;  8:45  am] 
BILLING  CODE  7709-01-P 


PENSION  BENEFIT  GUARANTY 
CORPORATION 

Proposed  Submission  of  Information 
Collection  for  0MB  Review;  Comment 
Request;  Reportable  Events 

AGENCY:  Pension  Benefit  Guaranty 
Corporation. 

ACTION:  Notice  of  intention  to  request 
extension  of  OMB  approval. 

SUMMARY:  The  Pension  Benefit  Guaranty 
Corporation  (PBGC)  intends  to  request 
that  the  Office  of  Management  and 
Budget  (OMB)  extend  approval  (with 
modifications),  under  the  Paperwork 
Reduction  Act,  of  the  collection  of 
information  under  Part  4043  of  its 
regulations  relating  to  Reportable  Events 
(OMB  control  number  1212-0013; 
expires  February  28,  2009).  This  notice 
informs  the  public  of  the  PBGC’s  intent 
and  solicits  public  comment  on  the 
collection  of  information. 

DATES:  Comments  must  be  submitted  by 
January  20,  2009. 

ADDRESSES:  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

•  Federal  eRulemaking  Portal:  http:// 
www.reguIations.gov.  Follow  the  Web 
site  instructions  for  submitting 
comments. 

•  E-mail: 

paperwork.comments@pbgc.gov. 

•  Fax:202-326-4224. 

•  Mail  or  Hand  Delivery:  Legislative 
and  Regulatory  Department,  Pension 
Benefit  Guaranty  Corporation,  1200  K 
Street,  NW.,  Washington,  DC  20005- 
4026. 

Comments  received,  including 
personal  information  provided,  will  be 
posted  to  http://www.pbgc.gov. 

Copies  of  the  collection  of'" 
information  and  comments  may  be 
obtained  without  charge  by  writing  to 
the  Disclosure  Division,  Office  of 
General  Counsel,  at  the  above  address  or 
by  visiting  the  Disclosure  Division  or 
calling  202-326-4040  during  normal 


business  hours.  (TTY  and  TDD  users 
may  call  the  Federal  relay  ser\dce  toll- 
free  at  1-800-877-8339  and  ask  to  be 
connected  to' 202-326-4040.)  The 
reportable  events  regulation,  forms,  and 
instructions  may  be  accessed  on  the 
PBGC’s  Web  site  at  http:// 
www.pbgc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

James  Bloch,  Program  Analyst, 
Legislative  and  Policy  Division,  or 
Catherine  B.  Klion,  Manager,  Regulatory 
and  Policy  Division,  Legislative  and 
Regulatory  Department,  Pension  Benefit 
Guaranty  Corporation,  1200  K  Street, 
NW.,  Washington,  DC  20005-4026-  202- 
326-4024.  (For  TTY/TDD  users,  call  the 
Federal  relay  service  toll-free  at  1-800- 
877-8339  and  ask  to  be  connected  to 
202-326-4024.) 

SUPPLEMENTARY  INFORMATION:  Section 
4043  of  the  Employee  Retirement 
Income  Security  Act  of  1974  (ERISA) 
requires  plan  administrators  and  plan 
sponsors  to  report  certain  plan  and 
employer  events  to  the  PBGC.  The 
reporting  requirements  give  the  PBGC 
notice  of  events  that  indicate  plan  or 
employer  financial  problems.  The  PBGC 
uses  the  information  provided  in 
determining  what,  if  any,  action  it  needs 
to  take.  For  example,  the  PBGC  might 
need  to  institute  proceedings  to 
terminate  a  plan  (placing  it  in 
trusteeship)  under  section  4042  of 
ERISA  to  ensure  the  continued  payment 
of  benefits  to  plan  participants  and  their 
beneficiaries  or  to  prevent  unreasonable 
increases  in  its  losses. 

The  forms  and  instructions  have  been 
revised  to  remove  information  that  is  no 
longer  applicable  in  light  of  changes 
made  by  the  Pension  Protection  Act  of 
2006  and  to  refer  to  interim  guidance 
issued  by  PBGC. 

The  collection  of  information  under 
the  regulation  has  been  approved 
through  February  28,  2009,  by  OMB 
under  control  number  1212-0013.  The 
PBGC  intends  to  request  that  OMB 
extend  approval  (with  modifications)  for 
another  three  years.  An  agency  may  not 
conduct  or  sponsor,  and  a  person  is  not 
required  to  respond  to,  a  collection  of 
information  unless  it  displays  a 
currently  valid  OMB  control  number. 

The  PBGC  estimates  that  it  will 
receive  628  reportable  events  per  year 
under  this  collection  of  information. 

The  PBGC  further  estimates  that  the 
average  annual  burden  of  this  collection 
of  information  is  2,571  hours  and 
$899,850. 

The  PBGC  is  soliciting  public 
comments  to — 

•  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 


functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

•  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodologies  and  assumptions  used; 

•  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

•  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

Issued  in  Washington,  DC,  this  18th  day  of 
November,  2008. 

John  H.  Hanley, 

Director,  Legislative  and  Regulatory 
Department,  Pension  Benefit  Guaranty 
Corporation. 

[FR  Doc.  E8-27768  Filed  11-20-08;  8:45  am] 
BILLING  CODE  7709-01-P 


POSTAL  REGULATORY  COMMISSION 

[Docket  Nos.  MC2009-8  and  CP2009-9; 
Order  No.  134] 

Competitive  Product  Prices  Bilateral 
Negotiated  Service  Agreement 

AGENCY:  Postal  Regulatory  Commission. 
action:  Notice. 

SUMMARY:  The  Commission  is  noticing  a 
recently-filed  Postal  Service  request  to 
add  the  Canada  Post — United  States 
Postal  Service  Contractual  Bilateral 
Agreement  for  Inbound  Competitive 
Services  to  the  Competitive  Product 
List.  The  Postal  Service  has  also  filed  a 
related  contract.  This  notice  addresses 
procedural  steps  associated  with  these 
filings. 

DATES:  Comments  are  due  December  3, 
2008. 

ADDRESSES:  Submit  comments 
electronically  via  the  Commission’s 
Filing  Online  system  at  http:// 
www.prc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Stephen  L.  Sharfman,  General  Counsel, 
202-789-6820  and 
stephen.sharfman@prc.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

On  November  13,  2008,  the  Postal 
Service  filed  a  formal  request  pursuant 
to  39  U.S.C.  3642  and  39  CFR  3020.30 
et  seq.  to  add  the  Canada  Post — United 
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States  Postal  Service  Contractual 
Bilateral  Agreement  for  Inbound 
Competitive  Ser\dces  (Bilateral 
Agreement)  to  the  Competitive  Product 
List.’  The  Postal  asserts  that  the 
Contractual  Bilateral  Agreement  is  a 
competitive  product  “not  of  general 
applicability”  within  the  meaning  of  39 
U.S.C.  3632(b)(3).  This  Request  has  been 
assigned  Docket  No.  MC2009-8. 

The  Postal  Service 
contemporaneously  filed  notice, 
pursuant  to  39  U.S.C.  3632(b)(3)  and  39 
CFR  3015.5,  that  the  Governors  have 
established  prices  and  classifications 
not  of  general  applicability  for  inbound 
competitive  services  as  reflected  in  the 
Bilateral  Agreement.  More  specifically, 
the  Bilateral  Agreement,  which  has  been 
assigned  Docket  No.  CP2009-9,  governs 
the  exchange  of  Irihound  Parcel  Post 
from  Canada. 

In  support  of  its  Request,  the  Postal 
Service  filed  a  redacted  version  of  the 
Governors’  Decision  establishing  prices 
for  the  Bilateral  Agreement.  Attached  to 
the  Governors’  Decision  are:  Proposed 
Mail  Classification  Schedule  language,  a 
redacted  version  of  management’s 
analysis  of  the  Bilateral  Agreement, 
certification  of  compliance  with  39  U.S. 
C.  3633  (a),  certification  of  the 
Governors’  vote,^  and  a  Statement  of 
Supporting  Justification  as  required  by 
39  CFR  3020.32.-’  In  addition,  the  Postal 
Service  indicates  that  it  filed  an 
unredacted  copy  of  the  Governors’ 
Decision,  the  Bilateral  Agreement,  and 
other  supporting  documents  designed  to 
establish  compliance  with  39  CFR 
3015.5  under  seal.  Request  at  2,  n.2. 

In  the  Statement  of  Supporting 
Justification,  Lea  Emerson,  Executive 
Director,  International  Postal  Affairs, 
asserts  that  “[t]he  addition  of  the 
[Bilateral]  Agreement  as  a  competitive 
product  will  enable  the  Commission  to 
verify  that  the  agreement  covers  its 
attributable  costs  and  enables 
competitive  products,  as  a  whole,  to 
make  a  positive  contribution  to  coverage 
of  institutional  costs.”  Id.  at  2.  VV. 

Ashley  Lyons,  Manager,  Corporate 
Financial  Planning,  Finance 
Department,  certifies  that  the  contract 
complies  with  39  U.S.C.  3633(a). 
Request,  Attachment  1.  He  observes  that 
the  Bilateral  Agreement  “should  not 
impair  the  ability  of  competitive 
products  on  the  whole  to  cover  an 


'  Request  of  the  United  States  Postal  Service  to 
Add  Canada  Post — United  States  Postal  Service 
Contractual  Bilateral  Agreement  for  Inbound 
Competitive  Ser\'ices  to  the  Competitive  Product 
List,  and  Notice  of  Filing  (Under  Seal)  the  Enabling 
Governors'  Decision  and  Agreement,  November  13. 
2008  (Request). 

2  See  Attachment  1  to  the  Request. 

^  See  Attachment  2  to  the  Request. 


appropriate  share  of  institutional  costs.” 
Id. 

As  noted,  the  Postal  SCTvice  filed 
much  of  the  supporting  materials, 
including  the  Governors’  Decision  and 
the  Bilateral  Agreement,  under  seal.  It 
maintains  that  the  Bilateral  Agreement, 
related  financial  information,  and  the 
Governors’  Decision  should  remain 
under  seal  as  they  contain  pricing,  cost, 
and  other  information  that  are  highly 
confidential.  Request  at  2.“* 

The  Postal  Service  has  an  existing 
bilateral  agreement  with  Canada  Post 
which  is  set  to  expire  December  31, 
2008.  Id.  at  3.  The  new  prices  and 
classifications  modify  the  current 
agreement,  extend  it  for  1  year,  iind  are 
scheduled  to  take  effect  January  1,  2009, 
or  “after  filing  with  and  review  by  the 
Postal  Regulatory^  Commission, 
whichever  is  later.”  Governors’  Decision 
at  2. 

II.  Notice  of  Filings 

The  Commission  establishes  Docket 
Nos.  MC2009-8  and  CP2009-9  for 
consideration  of  the  Request  pertaining 
to  the  proposed  Canada  Post — United 
Slates  Postal  Service  Contractual 
Bilateral  Agreement  product  and  the 
related  Bilateral  Agreement, 
respectively.  In  keeping  with  practice, 
these  dockets  are  addressed  on  a 
consolidated  basis  for  purposes  of  this 
Order;  however,  future  filings  should  be 
made  in  the  specific  docket  in  which 
issues  being  addressed  pertain. 

Interested  persons  may  submit 
comments  on  whether  the  Postal 
Service’s  filings  in  the  captioned 
dockets  are  consistent  with  the  policies 
of  39  U.S.G.  3632,  3633,  or  3642,  39  CFR 
part  3015,  and  39  CFR  3020  subpart  B. 
Comments  are  due  no  later  than 
December  3,  2008.  The  public  portions 
of  these  filings  can  be  accessed  via  the 
Commission’s  Web  site  [http:// 
www.prc.gov). 

The  Commission  appoints  Paul  L. 
Harrington  to  serve  as  Public 
Representative  in  these  dockets. 

It  is  Ordered: 

1.  The  Commission  establishes  Docket 
Nos.  MC2009-8  and  CP2009-9  for 
consideration  of  the  matters  raised  in 
each  docket. 

2.  Pursuant  to  39  U.S.C.  505,  Paul  L. 
Harrington  is  appointed  to  serve  as 


■•The  Postal  Service  indicates  that  the  materials 
filed  under  seal  constitute  a  subset  of  the 
overarching  agreement  between  the  parties, 
representing  the  parties’  agreement  concerning 
inbound  competitive  services.  The  Postal  Service 
further  indicates  that  the  parties  anticipate 
finalizing  “this  and  related  agreements  by  mid- 
December,  and  any  lingering  details  will  not  affect 
the  rates,  classification,  or  other  fundamental  basis 
for  this  Request  and  Notice.”  Request  at  5,  n.l2. 


officer  of  the  Commission  (Public 
Representative)  to  represent  the 
interests  of  the  general  public  in  these 
proceedings. 

3.  Comments  by  interested  persons  in 
these  proceedings  are  due  no  later  than 
December  3,  2008. 

4.  The  Secretary  shall  arrange  for 
publication  of  this  order  in  the  Federal 
Register. 

By  the  Commission. 

Steven  W.  Williams, 

Secretary. 

'IFR  Doc.  E8-27764  Filed  11-20-08;  8:45  am] 
BILLING  CODF.  7710-FW-P 


POSTAL  REGULATORY  COMMISSION 

[Docket  Nos.  MC2009-7  and  R2009-1 ;  Order 
No.  133] 

Market  Dominant  Product  Prices 
Bilateral  Negotiated  Service 
Agreement 

AGENCY:  Postal  Regulatory  Commission. 
action:  Notice. 

SUMMARY:  The  Commission  is  noticing  a 
recently-filed  Postal  Service  request  to 
add  the  Canada  Post — United  States 
Postal  Service  Contractual  Bilateral 
Agreement  for  Inbound  Market 
Dominant  Services  to  the  Market 
Dominant  Product  List.  The  Postal 
Service  has  also  filed  a  related  contract. 
This  notice  addresses  procedural  steps 
associated  with  these  filings. 

DATES:  Comments  are  due  December  3, 
2008. 

ADDRESSES:  Submit  comments 
electronically  via  the  Commission’s 
Filing  Online  system  at  http:// 
www.prc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Stephen  L.  Sharfman,  General  Counsel, 
202-789-6820  and 
stephen.sharfman@prc.gov. 

SUPPLEMENTARY  INFORMATION: 

1.  Background 

On  November  13,  2008,  the  Postal 
Service  filed  a  request  pursuant  to  39 
U.S.C.  3622(c)(loj  and  3642,  and  39 
CFR  3010.40  et  seq.  and  3020.30  et  seq. 
to  add  the  Canada  Post — United  States 
Postal  Service  Contractual  Bilateral 
Agreement  for  Inbound  Market 
Dominant  Services  (Bilateral 
Agreement)  to  the  Market  Dominant 
Product  List.’  This  Request  has  been 
assigned  Docket  No.  MC2009-7. 


’  Request  of  the  United  States  Postal  Service  to 
Add  Canada  Post — United  States  Postal  Service 
Contractual  Bilateral  Agreement  for  Inbound  Market 
Dominant  Services  to  the  Market  Dominant  Product 
List,  Notice  of  Type  2  Rate  Adjustment,  and  Notice 
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The  Postal  Service 

contemporaneously  filed  notice  that  the 
Governors  have  authorized  a  Type  2  rate 
adjustment  to  establish  rates  for 
inbound  market  dominant  services  as 
reflected  in  the  Bilateral  Agreement.^ 
More  specifically,  the  Bilateral 
Agreement,  which  has  been  assigned 
Docket  No.  R2009-1,  governs  the 
exchange  of  inbound  air  and  surface 
letters  post  (LC/AO)  and  Xpresspost 
from  Canada.-* 

The  Request  includes  two 
attachments.  Attachment  1  sets  forth 
proposed  Mail  Classification  Schedule 
language;  Attachment  2  provides  a 
Statement  of  Supporting  Justification  as 
required  by  39  CFR  3020.32.  In 
addition,  the  Postal  Service  indicates 
that  it  filed  an  unredacted  copy  of  the 
contract  and  supporting  materials  under 
seal.  Request  at  2,  n.2. 

In  the  Statement  of  Supporting 
Justification,  Lea  Emerson,  Executive 
Director,  International  Postal  Affairs, 
reviews  the  factors  of  section  3622(c) 
and  concludes,  inter  alia,  that  the 
revenues  generated  will  cover  the 
attributable  costs  of  the  services  offered 
?  under  the  Bilateral  Agreement;  that  the 
rates  are  preferable  to  default  rates  set 
by  the  Universal  Postal  Union;  and  that 
the  rates  represent  a  modest  increase 
over  those  reflected  in  the  existing 
bilateral  agreement  with  Canada  Post. 
Request,  Attachment  2,  at  2-4. 

In  its  Request,  the  Postal  Service 
provides  information  responsive  to  part 
3010,  subpart  D  of  the  Commission’s 
rules.  To  that  end,  it  addresses  the 
requirements  of  section  3622(c)(10)  as 
well  as  certain  details  of  the  negotiated 
service  agreement.  Request  at  2-7.  The 
Postal  Service  asserts  that  the  Bilateral 
Agreement  satisfies  all  applicable 
statutory  criteria.  Id.  at  7-8. 

The  Postal  Service  filed  much  of  the 
supporting  materials,  financial  analysis, 
and  specific  Bilateral  Agreement  under 
seal.  Id.  at  2,  n.2.  The  Postal  Service 
maintains  that  the  Bilateral  Agreement 
and  related  financial  information  should 
remain  under  seal,  as  they  contain 
pricing,  cost,  and  other  information  that 
are  highly  confidential.  Id.  at  2.-* 


of  Filing  Agreement  (Under  Seal),  November  13, 
2008  (Request). 

2  Type  2  rate  adjustments  involve  negotiated 
service  agreements.  .See  39  CFR  3010.5. 

■■'To  elaborate,  the  Bilateral  Agreement  covers 
Letter  Post,  including  letters,  flats,  packets, 
containers,  and  International  Registered  Mail 
service  ancillary  thereto,  and  Canada  Post’s 
Xpresspost,  which  consists  of  documents  and 
packages  containing  merchandise.  Request  at  3. 

■*  The  Postal  Service  indicates  that  the  materials 
filed  under  seal  constitute  a  subset  of  the 
overarching  agreement  between  the  parties. 
Although  unstated,  presumably  the  subset 
represents  the  parties’  agreement  concerning 


The  Postal  Service  has  an  existing 
bilateral  agreement  with  Canada  Post 
which  is  set  to  expire  December  31, 

2008.  Id.  at  8.  The  Bilateral  Agreement 
represents  a  one-year  extension  of  the 
existing  agreement,  with  some 
modifications.  It  has  a  planned  effective 
date  of  January  1,  2009.  Id.  at  3.  The 
Postal  Service  urges  the  Commission  to 
act  promptly  to  allow  the  rates  to  be 
implemented  under  39  CFR  3010.40.  Id. 
at  8. 

II.  Notice  of  Filings 

Pursuant  to  39  U.S.C.  sections  3622 
and  3642,  the  Commission  establishes 
Docket  Nos.  MC2009-7  and  R2009-1  for 
consideration  of  the  Request  pertaining 
to  the  proposed  Canada  Post — United 
States  Postal  Service  Contractual 
Bilateral  Agreement  product  and  the 
related  Bilateral  Agreement, 
respectively.  In  keeping  with  practice, 
these  dockets  are  addressed  on  a 
consolidated  basis  for  purposes  of  this 
Order;  however,  future  filings  should  be 
made  in  the  specific  docket  in  which 
issues  being  addressed  pertain. 

Interested  persons  may  submit" 
comments  on  whether  the  Postal 
Service’s  filings  in  the  captioned 
dockets  are  consistent  with  the  policies 
of  39  U.S.C.  3622,  3642,  39  CFR  part 
3010.40,  and  39  CFR  3020  subpart  B. 
Because  the  Commission  is  addressing 
these  dockets  on  a  consolidated  basis, 
the  due  dates  for  comments  are 
December  3,  2008.  The  public  portions 
of  these  filings  can  be  accessed  via  the 
Commission’s  Web  site  [http:// 
www.prc.gov]. 

The  Commission  appoints  Paul  L. 
Harrington  to  serve  as  Public 
Representative  in  these  dockets. 

It  is  Ordered 

1.  The  Commission  establishes  Docket 
Nos.  MC2009-7  and  R2009-1  for 
consideration  of  the  matters  raised  in 
each  docket. 

2.  Pursuant  to  39  U.S.C.  505,  Paul  L. 
Harrington  is  appointed  to  serve  as 
officer  of  the  Commission  (Public 
Representative)  to  represent  the 
interests  of  the  general  public  in  these 
proceedings. 

3.  Comments  by  interested  persons  in 
these  proceedings  are  due  no  later  than 
December  3,  2008. 

4.  The  Secretary  shall  arrange  for 
publication  of  this  order  in  the  Federal 
Register. 


inbound  market  dominant  services.  The  Postal 
Service  further  indicates  that  the  parties. anticipate 
finalizing  “this  and  related  agreements  by  mid- 
December,  and  any  lingering  details  will  not  affect 
the  rates,  cla.ssification,  or  other  fundamental  basis 
for  this  Request  and  Notice.”  Request  at  3,  n.4. 


By  the  Commission. 

Steven  W.  Williams, 

Secretory. 

[FR  Doc.  E8-27746  Filed  11-20-08;  8:4.5  am] 
BILLING  CODE  7710-FW-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Sunshine  Act  Meeting 

Federal  Register  Citation  of  Previous 
Announcement  73  FR  67905,  November 
17,  2008. 

STATUS:  Open  Meeting. 

PLACE;  100  F  Street,  NW.,  Washington, 
DC. 

DATE  AND  TIME  OF  PREVIOUSLY  ANNOUNCED 
MEETING:  November  19,  2008. 

CHANGE  IN  THE  MEETING:  Deletion  of  an 
Item. 

The  following  item  will  not  be 
considered  during  the  Open  Meeting  on 
Wednesday,  November  19,  2008: 

whether  to  adopt  rule  amendments  that 
would  impose  additional  requirements  on 
nationally  recognized  statistical  rating 
organizations  in  order  to  address  concerns 
about  the  integrity  of  their  credit  rating 
procedures  and  methodologies. 

At  times,  changes  in  Commission 
priorities  require  alterations  in  the 
scheduling  of  meeting  items.  For  further 
information  and  to  ascertain  what,  if 
any,  matters  have  been  added,  deleted 
or  postponed,  please  contact  the  Office 
of  the  Secretary  at  (202)  551-5400. 

Dated:  November  19,  2008. 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27832  Filed  11-20-08;  8:45  am] 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58955;  File  No.  SR-CBOE- 
2008-109] 

Self-Regulatory  Organizations; 
Chicago  Board  Options  Exchange, 

Inc.;  Notice  of  Filing  and  Immediate 
Effectiveness  of  Proposed  Rule 
Change  To  Consolidate  into  a  Single 
Rule  Certain  Requirements  for 
Products  Traded  on  the  CBOE  Stock 
Exchange  Pursuant  to  Unlisted 
Trading  Privileges 

November  14,  2008. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  ’  and  Rule  19b-4  thereunder,^ 


'  15  U.S.C.  78s(b)(l). 
^17  CFR  240.19b-4. 
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notice  i.s  hereby  given  that  on  November 
4,  2008,  the  Chicago  Board  Options 
Exchange,  Inc.  (“CBOE”  or  “Exchange”) 
filed  with  the  Securities  and  Exchange 
Commission  (“SEC”  or  “Commission”) 
the  proposed  rule  change  as  described 
in  Items  1  and  II  below,  which  Items 
have  been  substantially  prepared  by  the 
Exchange.  CBOE  has  designated  the 
proposed  rule  change  as  constituting  a 
rule  change  under  Section  19(b)(3)(A)  of 
the  Act  ^  and  Rule  19b-4(f)(6) 
thereunder,"*  which  renders  the  proposal 
effective  upon  filing  with  the 
Commission.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  CBOE  proposes  to  amend  its  rules 
to  consolidate  into  a  single  rule  certain 
requirements  for  products  traded  on  the 
CBOE  Stock  Exchange  (“CBSX”),  the 
CBOE's  stock  trading  facility,  pursuant 
to  unlisted  trading  privileges  (“UTP”). 
Many  of  these  products  have  been 
established  in  various  new  products 
proposals  previously  approved  by  the 
Commission.  The  text  of  the  proposed 
rule  change  is  available  at  the 
Exchange’s  Web  site  at  http:// 
vi'Vi'w. cboe.com,  at  the  principal  office  of 
the  Exchange,  and  at  the  Commission’s 
Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
CBOE  included  statements  concerning 
the  purpose  of,  and  basis  for,  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  The  CBOE  has 
prepared  summaries,  set  forth  in 
Sections  A,  B,  and  C  below,  of  the  most 
significant  aspects  of  such  statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory'  Basis  for,  the  Proposed  Rule 
Change  ’ 

1.  Purpose 

The  CBOE  proposes  to  amend  its  rules 
to  consolidate  into  a  single  rule  certain 
requirements  for  products  traded  on 
CBSX  pursuant  to  UTP.  Many  of  these 
products  have  been  established  in 
various  new  products  proposals 
previously  approved  by  the 


M5  U.S.C:.  78s(b)(3)(A). 
■'17CKR240.19b-4(f)(6). 


Commission.  The  Exchange  proposes  to 
amend  CBOE  Rule  31.5  to  set  forth  a 
new  rule,  CBOE  Rule  31.5P,  regarding 
the  extension  of  UTP  to  an  NMS  Stock 
that  is  listed  on  another  national 
securities  exchange.  Any  such  security 
will  be  subject  to  all  Exchange  trading 
rules  applicable  to  NMS  Stock,  unless 
otherwise  noted.  The  Exchange  will  file 
with  the  Commission  a  Form  19b-4(e) 
with  respect  to  any  such  security  that  is 
a  “new  derivative  securities  product” 
(“NDSP”)  as  defined  in  Rule  19b-4(e) 
under  the  Act.'’  In  addition,  any  NDSP 
traded  on  the  Exchange  pursuant  to 
proposed  CBOE  Rule-31. .5P  will  be 
subject  to  the  following  criteria. 

Proposed  CBOE  Rule  31.5P(2)(a) 
provides  that  the  Exchange  will 
distribute  an  information  circular  prior 
to  the  commencement  of  trading  in  such 
NDSP  that  generally  will  include  the 
same  information  as  the  information 
circular  provided  by  the  listing 
exchange,  including:  (1)  The  special 
risks  of  trading  the  NDSP,  including 
CBOE  Rule  53.6;  ^  (2)  the  Exchange’s 
rules  that  will  apply  to  the  NDSP, 
including  the  suitability  rule;  (3)' 
information  about  the  dissemination  of 
value  of  the  underlying  assets  or 
indexes;  and  (4)  the  risks  of  trading 
during  the  period  from  8:15  a.m.  until 
8:30  a.m.  (Central  Time)  due  to  the  lack 
of  calculation  or  dissemination  of  the 
underlying  index  value,  the  Intraday 
Indicative  Value,  the  Indicative 
Optimized  Portfolio  Value  or  other 
comparable  estimate  of  the  value  of  a 
share  of  the  NDSP. 

Proposed  CBOE  Rule  31.5P(2)(b) 
reminds  members  and  member 
organizations  that  they  are  subject  to  the 
prospectus  delivery  requirements  under 
the  Securities  Act  of  1933,  unless  the 
NDSP  is  the  subject  of  an  order  by  the 
Commission  exempting  the  product 
from  certain  prospectus  delivery 
requirements  under  Section  24(d)  of  the 
Investment  Company  Act  of  1940  and 
the  product  is  not  otherwise  subject  to 
prospectus  delivery  requirements  under 
the  Securities  Act  of  1933.  The 
Exchange  shall  inform  its  members  and 
member  organizations  regarding  the 
application  of  the  provisions  of  this 
subparagraph  to  such  NDSPs  by  means 
of  an  information  circular. 

CBOE  Rule  52.3(b)-(c)  addresses 
trading  halts  in  NDSPs  traded  on  the 
Exchange  pursuant  to  UTP.  Proposed 
CBOE  Rule  52.3(c)(6)(i)  would  modify 
the  term  “Derivative  Securities  Product” 


"•.See CBOE  Rule  50.1(j). 

'07(:FR  240.19l)-4(e). 

^CB(JE  Rule  5.3.6  re<[uires.  in  part,  that  inomber 
organizations  have  a  reasonable  basis  for 
recommendations  that  they  make  to  customers. 


to  “New  Derivative  Securities  Product” 
and  state  that  the  modified  term  shall 
have  the  same  meaning  as  New 
Derivative  Securities  Product  in  Rule 
31. 5P.  The  term  “New  Derivative 
Securities  Product”  is  intended  to 
include  any  products  that  are  included 
in  the  current  term  “Derivative 
Securities  Product.”  In  addition, 
throughout  CBOE  Rule  52.3(b)-(c),  the 
term  “Derivative  Securities  Product”  is 
modified  to  “New  Derivative  Securities 
Product”  to  reflect  the  change  in 
proposed  CBOE -Rule  52.3(c)(6)(i). 

CBOE  Rule  52.3(c)(1)  provides  that  if 
an  NDSP  begins  trading  on  CBSX  in  the 
period  from  8:15  a.m.  until  8:30  a.m. 
(Central  Time)  and  subsequently  a 
temporary  interruption  occurs  in  the 
calculation  or  wide  dissemination  of  an 
applicable  Required  Value,”  CBSX  may 
continue  to  trade  the  NDSP  for  the 
remainder  of  the  8:15  a.m.  to  8:30  a.m. 
session.  CBOE  Rule  52.3(c)(2)  provides 
that  during  Normal  Market  Hours,”  if  a 
temporary  interruption  occurs  in  the 
calculation  or  wide  dissemination  of  an 
applicable  Required  Value,  and  the 
listing  market  halts  trading  in  the  NDSP, 
CBSX,  upon  notification  by  the  listing 
market  of  a  halt  due  to  such  temporary 
interruption,  also  shall  immediately  halt 
trading  in  the  NDSP  on  CBSX.  CBOE 
Rule  52.3(c)(3)  provides  that  if  an 
applicable  Required  Value  continues 
not  to  be  calculated  or  widely 
disseminated  as  of  the  commencement 
of  trading  on  CBSX  on  the  next  trading 
day,  CBSX  shall  not  commence  trading 
of  the  NDSP  that  day.  If  an  interruption 
in  the  calculation  or  wide  dissemination 
of  an  applic;able  Required  Value 
continues,  CBSX  may  resume  trading  in 
the  NDSP  only  if  calculation  and  wide 
dissemination  of  the  applicable 
Required  Value  resumes  or  trading  in 
the  NDSP  resumes  in  the  listing  market. 
Finally,  proposed  CBOE  Rule  52.3(c)(4) 
provides  that  for  an  NDSP  where  a  net 
asset  value  (or,  in  the  case  of  managed 
fund  shares  or  actively  managed 
exchange-tra'ded  funds,  a  “disclosed 
portfolio”)  is  disseminated,  CBSX  will 
immediately  halt  trading  in  such 
security  upon  notification  by  tbe  listing 
market  that  the  net  asset  value  or,  if 
applicable,  sucb  disclosed  portfolio  is 
not  being  disseminated  to  all  market 
participants  at  the  same  time.  CBSX 


"Proposed  CBOE  52.3(c)(6)(ii)  states  that 
"Required  Value”  shall  mean  (i)  the  value  of  any 
security  or  index  underlying  a  New  Derivative 
Securities  Product,  and  (ii)  the  intraday  indicative 
value,  or  the  indicative  optimized  portfolio  value  or 
other  comparable  estimate  of  the  value  of  a  share 
of  a  New  Derivative  .Securities  Product  updated 
regularly  during  the  trading  day.” 

*"CBOE  Rule  52.3(c)(2)  defiiu^s  Normal  Market 
Hours  as  the  time  period  from  8:30  a.m.  until  3:15 
p.m.  (Central  Time). 
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may  resume  trading  in  the  NDSP  only 
when  trading  in  the  NDSP  resumes  on 
the  listing  market. 

Proposed  CBOE  Rule  31.5P(2)(c) 
provides  for  restrictions  for  members 
registered  as  Market  Makers  (“Restricted 
Market  Maker”)  in  an  NDSP  that  derives 
its  value  from  one  or  more  currencies, 
commodities,  or  derivatives  based  on 
one  or  more  currencies  or  commodities, 
or  is  based  on  a  basket  or  index 
comprised  of  currencies  or  commodities 
(collectively,  “Reference  Assets”). 
Specifically,  proposed  CBOE  Rule 
31.5P(2)(c)(i)  provides  a  Restricted 
Market  Maker  in  an  NDSP  is  prohibited 
from  acting  or  registering  as  a  market 
maker  in  any  Reference  Asset  of  that 
NDSP  or  any  derivative  instrument 
based  on  a  Reference  Asset  of  that  NDSP 
(collectively,  with  Reference  Assets, 
“Related  Instruments”).  Proposed  CBOE 
Rule  31.5P(2)(c)(ii)  provides  a  Restricted 
Market  Maker  shall,  in  a  manner 
prescribed  by  CBOE,  file  with  CBOE  and 
keep  current  a  list  identifying  any 
accounts  (“Related  Instrument  Trading 
Accounts”)  for  which  Related 
Instruments  are  traded:  (a)  In  which  the 
Restricted  Market  Maker  holds  an 
interest:  (b)  over  which  it  has 
investment  discretion:  or  (c)  in  which  it 
shares  in  the  profits  and/or  losses.  In 
addition,  a  Restricted  Market  Maker 
may  not  have  an  interest  in,  exercise 
investment  discretion  over,  or  share  in 
the  profits  and/or  losses  of  a  Related 
Instrument  Trading  Account  which  has 
not  been  reported  to  CBOE  as  required 
by  this  Rule.  Proposed  CBOE  Rule 
31.5P(2)(cMiii)  provides  that  in  addition 
to  the  existing  obligations  under  CBOE 
rules  regarding  the  production  of  books 
and  records,  a  Restricted  Market  Maker 
shall,  upon  request  by  CBOE,  make 
available  to  CBOE  any  books,  records,  or 
other  information  pertaining  to  any 
Related  Instrument  Trading  Account  or 
to  the  account  of  any  registered  or  non- 
registered  employee  affiliated  with  the 
Restricted  Market  Maker  for  which 
Related  Instruments  are  traded.  Finally, 
proposed  CBOE  Rule  31.5P(2)(c)(iv) 
provides  that  a  Restricted  Market  Maker 
shall  not  use  any  material  nonpublic 
information  in  connection  with  trading 
a  Related  Instrument. 

Lastly,  (iBOE  represents  that  the 
Exchange’s  surveillance  procedures  for 
NDSPs  traded  on  the  Exchange  pursuant 
to  UTP  will  be  similar  to  the  procedures 
used  for  equity  securities  traded  on  the 
Exchange  and  will  incorporate  and  rely 
upon  existing  Exchange  surveillance 
systems.  The  Exchange  will  closely 
monitor  activity  in  NDSPs  traded  on  the 
Exchange  pursuant  to  UTP  and  deter 
any  potential  improper  trading  activity. 
Proposed  CBOE  Rule  31.5P(2)(d)  also 


provides  that  the  Exchange  will  enter 
into  a  comprehensive  surveillance 
sharing  agreement  (“CSSA”)  with  a 
market  trading  components  of  the  index 
or  portfolio  on  which  the  New 
Derivative  Securities  Product  is  based  to 
the  same  extent  as  the  listing  exchange’s 
rules  require  the  listing  market  to  enter 
into  a  CSSA  with  such  market. 

2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  Section  6(b) 
of  the  Act  1"  in  general,  and  furthers  the 
objectives  of  Section  6(b)(5)  of  the  Act  ’ ' 
in  particular,  in  that  it  is  designed  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general  to  protect 
investors  and  the  public  interest,  by 
providing  for  the  trading  of  securities, 
including  NDSPs,  on  CBSX  pursuant  to 
UTP,  subject  to  consistent  and 
reasonable  standards. 

B.  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that  » 
the  proposed  rule  change  will  impose 
any  burden  on  competition  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 

^Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  w'ritten  comments  wore  solicited 
or  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  proposed  rule 
change  does  not: 

(i)  Significantly  affect  the  protection 
of  investors  or  the  public  interest: 

(ii)  impose  any  significant  burden  on 
competition:  and 

(iii)  become  operative  for  30  days 
from  the  date  on  which  it  was  filed,  or 
such  shorter  time  as  the  Commission 
may  designate  if  consistent  with  the 
protection  of  investors  and  the  public 
interest,  it  has  become  effective 
pursuant  to  Section  19(b)(3)(A)  of  the 
Act  and  Rule  19b-4(f)(6) 
thereunder.' ’ 

CBOE  has  asked  the  Commission  to 
waive  the  30-day  operative  delay.  The 
Commission  hereby  grants  the 


">15  U..S.C.  78f(b). 

"l.'j  U.S.C.  78f(b)(5). 

'M5  U.S.C.  78s(b)(3)(A). 

17  CFR  24O.19t)-4(0(8).  The  Commission  notes 
that  CBOE  has  satisfied  the  five-day  pre-filing 
notice  requirement. 


Exchange’s,  request  and  believes  that 
such  waiver  is  consistent  with  the 
protection  of  investors  and  the  public 
interest.  This  action  should  benefit 
investors  by  creating,  without  undue 
delay,  additional  competition  in  the 
trading  of  new  derivative  securities 
products,  subject  to  consistent  and 
reasonable  standards.  Proposed  CBOE 
Rules  31.5  and  52-3(b)-(c)  are  closely 
modeled  after  similar  rules  of  other 
national  securities  exchanges  '•*  and  do 
not  raise  any  novel  or  significant 
regulatory  issues.  Therefore,  the 
Commission  designates  the  proposed 
rule  change  as  operative  upon  filing. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://v\'ww.sec.gov/ 
rules/ sro.shtmiy,  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-CBOE-2008-109  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange 
Commission,  100  F  Street,  NE.,’ 
Washington,  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-CBOE-2008-109.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 


'*.See  BATS  Exchange  Rule  14.1  and  Securitie.s 
Exchange  Act  Release  No.  58623  (Septeinbt^r  23, 
2008).  73  ER  57169  (October  1.  2008)  (SR-BATS- 
2008-004);  National  Stock  Exchange  Rule  15.9  and 
Securities  Exchange  Act  Relea.se  No.  57448  (March 
6,  2008),  73  FR  13597  (March  13,  2(H)8)  (SR-NSX- 
2008-05);  NASDAQ  OMX  PHLX  Rule  803(o)  and 
Securities  Exchange  Act  Release  No.  57806  (May  9, 
2008),  73  KR  28541  (May  16.  2008)  (SR-Phlx-26o8- 
34);  International  .Securities  Exchange  Rule  2101 
and  Securities  Exchange  Act  Release  No.  57387 
(February  27,  2008),  73  FR  11965  (March  5,  2008) 
(SR-lSE-2007-99). 

For  purposes  only  of  waiving  the  operative  date 
of  this  proposal,  the  Commission  has  considered 
the  rule’s  impact  on  efficiency,  competition,  and 
capital  formation.  See  15  U.S.C.  78c(f). 
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comments  m.orc  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
internet  Web  site  http://\\'ww  sec.gov/ 
rules/ sro.shtml.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
witli  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room  on  official  business  days  between 
the  hours  of  10  a.m.  and  3  p.m.  Copies 
of  such  filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Exchange.  All  comments 
received  will  be  posted  without  change; 
the  Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  .submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  io  File  No.mbei  .SR-CBOE- 
2008-109  and  should  be  submitted  on 
or  before  December  12,  2008. 

P’or  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.’** 

Florence  E.  Harmon, 

Acting  Secretary, 

(FR  Doc.  E8-27755  Filed  11-20-08;  8:45  am] 
BILLING  CODE  8011 -01 -P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58944;  File  No.  SR-DTC- 
2008-09] 

Self-Regulatory  Organizations;  The 
Depository  Trust  Company;  Order 
Granting  Approval  of  a  Proposed  Rule 
Change  to  Expand  DTC’s  Debit  Cap 
Look-Ahead  Processing 

November  13.  2008. 

I.  Introduction 

On  September  12,  2008,  The 
Depository  Trust  Company  (“DTC”) 
filed  with  the  Securities  and  Exchange 
Commission  (“Commission”)  proposed 
rule  change  SR-DTC-2008-09  pursuant 
to  Section  19(b)(1)  of  the  Securities 
Exchange  Act  of  1934  (“Act”).'  Notice 
of  the  proposal  was  published  in  the 
Federal  Register  on  March  7,  2008. ^  No 


"*  17  CFR  200.30-3(a)(12). 

'15  U.S.C.  78s(b)(l). 

2  Securities  Exchange  Act  Release  No.  58730 
(October  3.  2008).  73  FR  59694  (October  9,  2008). 


comment  letters  were  received.  For  the 
reasons  discussed  below,  the 
Commission  is  granting  approval  of  the 
proposed  rule  change. 

II.  Description 

The  proposed  rule  change  amends  the 
Look-Ahead  Process  in  DTC’s 
Settlement  Services  Guide  to  allow 
Money  Market  Issuance  Deliveries 
pending  for  a  Custodian’s  or  Dealer’s  net 
debit  cap  to  complete  against  Maturity 
Presentments  pending  for  an  Issuing/ 
Paying  Agent’s  net  debit  cap.  DTC’s 
processing  system  will  calculate  the  net 
effect  of  the  dollar  amount  of  offsetting 
transactions  in  the  accounts  of  the  two 
Participants  involved.  If  the  net  of  the 
transactions  result  in  positive  risk 
management  controls  in  those  two 
accounts,  the  transactions  will  be 
completed. 

On  June  10,  2003,  the  Commission 
approved  a  proposed  rule  change  to 
establish  a  transaction  Look-Ahead 
Process  which  became  available  for 
municipal  and  corporate  bonds, 
including  Money  Market  Instriniicnts 
(“MMIs”).  *  On  August  11,  2004,  the 
Comniis.sion  appi’ovcd  another  proposed 
rule  change  which  expanded  the 
application  and  extended  the  benefit  of 
the  Look-Ahead  Process  to  all  equity 
transactions.**  With  this  proposed  rule 
change,  DTC  is  proposing  to  expand  the 
Look-Ahead  Process  to  MMIs. 

The  purpose  of  DTC’s  Look-Ahead 
Process  is  to  reduce  the  number  of 
recycling  transactions  in  the  system 
caused  by  the  Net  Debit  Cap  Risk 
Management  Control.'*  The  existing 
Look-Ahead  Process  finds  delivery 
transactions  that  are  pending  because 
the  Receiving  Participant  has  reached  its 
net  debit  cap."  It  then  looks  to  see 
whether  the  Receiving  Participant  has  a 
pending  delivery  for  the  same  security 
to  another  Participant.^  In  such  a 
situation,  DTC’s  Account  Transaction 


'Securities  Exchange  Act  Release  No.  48007  ()une 
10.  2003),  68  FR  35744  ()une  16,  2003)  (File  No.  SR- 
DTC-2003-07). 

••.Securities  Exchange  Act  Release  No.  50182 
(August  11,  2004),  69  FR  51341  (August  18,  2004) 
(File  No.  SR-DTC-2004-05).' 

■Net  debit  caps  help  ensure  that  DTU  can 
complete  settlement,  even  if  a  Participant  fails  to 
settle. 

'■Before  completing  a  transaction  in  which  a 
Participant  is  the  receiver,  DTC  calculates  the 
resulting  e(fect  the  transaction  would  have  on  the 
Participant's  account  and  determines  whether  the 
resulting  net  balance  would  exceed  the  Participant's 
net  debit  cap.  Any  transaction  that  would  cause  the 
Participant's  net  settlement  debit  to  exceed  its  net 
debit  cap  is  placed  in  a  pending  (recycling)  queue 
until  another  transaction  creates  credits  in  the 
Participant’s  account. 

'For  example.  Participant  A  is  delivering  shares 
to  Participant  B  and  Participant  B  has  a  delivery 
obligation  of  shares  with  the  same  CUSIP  to 
Participant  C. 


Processor  (“ATP”)“  will  calculate  the 
net  effect  to  the  collateral  ”  and  net  debit 
cap  controls  for  all  three  Participants 
involved.  If  the  net  effect  will  not  result 
in  a  deficit  in  the  collateral  or  net  debit 
cap  controls  for  any  of  the  three 
Participants,  ATP  processes  the 
transactions  simultaneously.  Without 
the  Look-Ahead  Process,  the  transaction 
would  pend  in  DTC’s  system  until 
another  transaction  created  sufficient 
credit  in  the  Receiving  Participant’s 
account.  Most  credits  are  generated 
when  a  Participant  delivers  securities 
versus  payment,  pledges  securities  for 
value,  receives  principal,  dividend  or 
other  interest  allocations,  or. wires  funds 
(a  Settlement  Progress  Payment  (“SPP”)) 
to  DTC’s  account  at  the  Federal  Reserve 
Bank  of  New  York  in  order  to  reduce  its 
DTC  net  debit. 

In  order  to  further  reduce  the  number 
of  recycling  transactions  in  the  system 
and  to  further  improve  the  timeliness 
and  certainty  of  transactions 
completing,  DTC  is  expanding  the  Look- 
Ahead  Process  beyond  s.ame  securities 
for  MMIs  to  allow  pciis  of  money 
market  instrument  transactions  between 
two  Participants  (i.e.,  an  Issuing  Paying 
Agent  [“IPA”]  and  a  custodian  or 
dealer)  that  are  pending  for  both  parties’ 
net  debit  caps  to  complete.  This 
situation  occurs  when  an  IPA  has  a 
delivery  of  a  new  money  market 
instrument  to  a  custodian  or  a  dealer  for 
X  dollars  and  that  same  custodian  or 
dealer  has  a  maturity  of  a  money  market 
instrument  of  equal  or  greater  value 
awaiting  acceptance  by  the  sapie  IPA. 
The  proposed  rule  change  will  allow 
ATP  to  process  those  transactions 
simultaneously,  as  long  as  neither 
Participant’s  risk  management  controls 
were. overridden.  • 

This  enhancement  to  the  Look-Ahead 
Process  will  reduce  the  number  of  MMI 
recycling  transactions.  The  Look-Ahead 
enhancement  to  DTC’s  processing 
system  will  not  result  in  any  systematic 
changes  for  Participants. 

III.  Discussion 

Section  17A(b)(3)(F)  of  the  Act 
requires  that  the  rules  of  a  clearing 
agency  be  designed  to  assure  the 


"ATP  is  tile  core  processing  system  for  all 
transaction  activity  affecting  security  positions  held 
at  DTC. 

"DTC  tracks  collateral  in  a  Participant's  account 
through  its  Collateral  Monitor  ("CM”).  At  all  times, 
the  CM  reflects  the  amount  by  which  the  collateral 
in  the  account  exceeds  the  net  debit  in  the  account. 
When  processing  a  transaction,  DTC  verifies  that 
the  deliverer’s  and  receiver’s  CMs  will  not  become 
negative  when  the  transaction  completes.  If  the 
transaction  would  cause  either  party  to  have  a 
negative  CM,  the  transaction  will  recycle  until  the 
deficient  account  has  sufficient  collateral  for  the 
transaction  to  complete. 
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safeguarding  of  securities  and  funds 
which  are  in  the  custody  or  control  of 
the  clearing  agency  or  for  which  it  is 
responsible.^"  When  the  Commission 
approved  DTC’s  Debit  Cap  Look-Ahead 
Process  in  2003  for  municipal  and 
corporate  debt  transactions  and  the 
expansion  of  the  process  to  include  all 
equity  transactions,  all  valued  pledge 
transactions,  and  all  valued  release 
transactions  in  2004,  the  Commission 
found  that  the  Look-Ahead  Process  was 
consistent  with  DTC’s  obligations  under 
Section  17A(b)(3)(F)  to  promote  the 
prompt  and  accurate  clearance  and 
settlement  of  securities  transactions.’ ' 
Similarly,  the  expansion  of  the  Look- 
Ahead  Process  beyond  same  securities 
for  MMIs  is  designed  to  reduce  the 
number  of  pending  MMI  transactions  at 
DTC  without  compromising  DTC’s  risk 
management  controls.  Accordingly, 
ba.sed  on  this  and  the  earlier  findings, 
we  find  that  the  expansion  of  the  Debit 
Cap  Lock-.A.head  Process  for  MMIs 
should  promote  the  prompt  and 
accurate  cleaiance  and  settlement  of 
securities  transactions 

IV.  Conclusion 

On  the  basis  of  the  foregoing,  the 
Ciommission  finds  that  the  proposed 
rule  change  is  consistent  with  the 
requirements  of  the  Act  and  in 
particular  Section  17A  of  the  Act  and 
the  rules  and  regulations  thereunder.”^ 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,  that  the 
proposed  rule  change  (File  No.  SR- 
DTC-2008-09)  be  and  hereby  is 
approved. 

P’or  the  Commission  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.'-' 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27674  Filed.  11-20-08;  8:45  ami 
BILLING  CODE  8011 -01 -P 


">15  U.S.C.  78q-l(b)(3)(F). 

' '  Securities  Exchange  Act  Release  Nos.  48007 
and  50182. 

In  approving  the  proposed  rule  change,  the 
Commission  considered  the  proposal’s  impact  on 
efTiciency,  competition  and  capital  formation.  15 
U.S.C.  78c(0. 

17  CFR  200.30-3(a)(12). 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58959;  File  No  SR- 
NYSEArca-2008-120] 

Self-Regulatory  Organizations;  NYSE 
Area,  Inc.;  Notice  of  Filing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  Regarding  NYSE  Area 
Options  Rule  Governing  the  Anti- 
Money  Laundering  Compliance 
Program 

November  14,  2008. 

Pursuant  to  Section  19(b)(1) '  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  -  and  Rule  19l)-4  thereunder,  * 
notice  is  hereby  given  that,  on  October 
28,  2008,  NYSE  Area,  Inc.  (“NYSE 
Area”  or  “Exchange”)  filed  v;ith  the 
Securities  and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  bd'^n 
substantially  n-'ep  ued  by  the  Exchange. 
The  Exchange  has  desigi<ated  the 
proposed  rule  change  as  constituting  a 
“iiuii-.coiitroversial”  rule  change  under 
Rule  19b-4(f)(i3)  under  the  Act.-*  The 
Commission  is  publishing  this  notice  to 
solicit  comii.ants  un  the  proposed  ”010 
change  from  interested  parsons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  amend  the 
NYSE  Area  Options  Rule  governing  the 
Anti-Money  Laundering  Compliance 
Program  (“AMLCP”).  The  proposed  rule 
change  w'ould  clarify  the  frequency  with 
which  an  Options  Trading  Permit 
(“OTP”)  Holder  must  conduct 
independent  testing  of  its  AMLCP  and 
would  establish  the  qualifications  of  the 
person  designated  to  perform  AMLCP 
testing  as  well  as  provide  guidelines  for 
establishing  the  independence  of  the 
person  performing  the  test.  The  text  of 
the  proposed  rule  change  is  available  on 
the  Exchange’s  Web  site  at  http:// 
vx'ww.nyse.com,  at  the  Exchange’s 
principal  office,  and  at  the 
Commission’s  Pubic  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 

.  Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of,  and  basis  for, 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 


■  15  U.S.C.  78s(b)(l).  ' 

"  15  U.S.C.  78a. 

^17  CFR  240.19b-4. 

-•17  CFR  240.19b-^(f)(6). 


proposed  rule  change.  The  text  of  those 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A.  B  and  C  below,  of 
the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory'  Organization’s 
Statement  of  the  Purpose  of,  and  the 
Statutory'  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

Financial  institutions,  including 
broker-dealers,  must  develop  and 
implement  AML  Programs  pursuant  to 
the  Bank  Secrecy  Act,”  as  amended  by 
Section  3.52  of  the  Uniting  and 
Strengthening  America  By  Providing 
Appropriate  Tools  Required  To 
Intercept  and  Obstruct  Terrorism  Act  of 
2001  (“PATRIOT  Act”).'’  Consistent 
with  Department  of  Treasury  regulation 
31  CFR  103.120  under  the  BSa, 
Exch-ingj  Rule  11.19  requires  that  each 
member  organization  develop  and 
implement  a  written  Anti-money 
laundering  (“AML”)  program  that 
sp.jcifies  the  minimum  requirement  for 
these  programs. 

Th-3  .''.ML  urogram  must  incli  .le  *!ip 
development  o.  internal  poLc-ies, 
procedures  and  controls;  the 
designation  of  a  person  to  implement 
and  monitor  the  day-to-day  operations 
and  internal  controls  of  the  program 
(commonly  referred  to  as  an  “AML 
Officer’^):  ongoing  training  for 
appropriate  persons;  and  an 
independent  testing  function  for  overall 
compliance. 

The  Exchange  proposes  to  change 
NYSE  Area  Options  Rule  11.19(c)  to 
clarify  the  language  governing  the 
frequency  with  which  an  OTP  Holder 
must  conduct  independent  testing  of  its 
AMLCP.  Additionally,  the  Exchange 
proposes  to  add  new  commentary  to 
Rule  11.19  that  establishes 
qualifications  of  the  person  designated 
to  perform  AMLCP  testing  and 
guidelines  for  establishing  the 
independence  of  the  person  performing 
the  test.  In  addition,  this  proposed  rule 
change  will  clarify  the  applicability  of 
the  rule  to  all  OTP  Holders  and  OTP 
Firms. 

Timeframes  for  Independent  Testing 

The  proposed  rule  change  would 
require  that  independent  testing  of  AML 
programs  be  conducted,  at  a  minimum, 
on  an  annual  (calendar-year)  basis  by 
OTP  Holders,  unless  the  OTP  Holder 
does  not  execute  transactions  for 
customers  or  otherwise  hold  customer 


5  31  U.S.C.  5311  el  seq. 

"Public  Uw  107-56, 115  Stat.  272  (2001). 
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accounts  or  act  as  an  introducing  broker 
with  respect  to  customer  accounts  (e.g., 
engages  solely  in  proprietary  trading,  or 
conducts  business  only  with  other 
broker-dealers),  in  w'hich  case  such 
independent  testing  is  required  every 
two  years  (on  a  calendar-year  basis).  The 
Exchange  believes  that  these  timeframes 
are  reasonable  in  that  they  require  more 
frequent  testing  of  AML  programs 
designed  to  monitor  a  business  with 
customers  from  the  general  public, 
wbicb  may  be  more  susceptible  to 
money  laundering  schemes  than  a 
strictly  proprietary  business  involving 
transactions  with  other  broker-dealers. 
Furthermore,  the  one-year  time  frame 
for  testing  is  consistent  w'ith  standard 
industn,’  practice  in  that  it  is  similar  to 
generally  accepted  guidelines  for 
conducting  tests  in  the  context  of,  for 
instance,  general  audits  and  branch 
office  visits.  The  proposed  rule  change 
establishes  only  a  minimum 
requirement,  and  makes  clear  that 
members  should  undertake  more 
frequent  testing  when  circumstances 
warrant  (e.g.,  should  the  business  mix  of 
the  member  or  member  organization 
materially  change;  in  the  event  of  a 
merger  or  acquisition:  in  light  of 
systemic  weaknesses  uncovered  via 
testing  of  the  AML  Program;  or  in 
response  to  other  “red  flags”). 

Qualification  and  Independence 
Standards  for  Testing 

Additionally,  the  Exchange  proposes 
to  add  Commentary  .01  to  NYSE  Area 
Options  Rule  11.19  that  establishes 
qualifications  of  the  person  designated 
to  perform  AMLCP  testing  as  well  as 
guidelines  for  establishing  the 
independence  of  the  person  performing 
the  test.  The  proposed  rule  change 
would  require  the  person  conducting 
the  independent  test  to  have  a  working 
knowledge  of  the  applicable  BSA 
requirements  and  related  regulations. 
Such  person  need  not  be  an  employee 
of  the  member  or  member  organization 
since  the  responsibility  being  delegated 
is  essentially  an  auditing  function  and, 
as  such,  it  would  not  be  unusual  or 
ineffective  for  it  to  be  performed  by  an 
independent  outside  party. 

The  proposed  rule  change  does  not 
preclude  an  employee  of  the  member  or 
member  organization  from  conducting 
the  required  independent  testing  of  the 
AML  Program;  however  the  proposed 
“independence”  standard  would 
prohibit  testing  from  being  conducted 
by  a  person  who  performs  the  functions 
being  tested,  or  by  the  designated  AML 
Officer  or  by  a  person  that  reports  to 
either. 


AML  Officer 

The  proposed  rule  change  would  also 
clarify  that  the  person  responsible  for 
implementing  and  monitoring  the  day- 
to-day  operations  and  controls  of  the 
program  must  be  an  associated  person  of 
the  member.  This  would  not  prohibit  a 
member  that  is  part  of  a  diversified 
financial  institution  from  designating  an 
AML'Officer  that  is  employed  by  the 
member’s  parent  company,  sister ' 
company,  or  other  affiliate.  However,  if 
such  a  person  is  designated  as  a 
member’s  AML  Officer,  the  Exchange 
will  consider  that  person  to  be  an 
associated  person  of  the  member  with 
respect  to  those  activities  performed  on 
behalf  of  the  member. 

2.  Statutory  Basis 

The  Exchange  believes  that  the 
proposed  rule  change  is  consistent  with 
Section  6(b)  ^  of  the  Securities  Exchange 
Act  of  1934  (the  “Exchange  Act”),  in 
general,  and  furthers  the  objectives  of 
Section  6(b)(5)"  in  particular  in  that  it 
is  designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  to,  and 
perfect  the  mechanisms  of,  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
Exchange  believes  that  the  proposed 
rule  change  is  designed  to  accomplish 
these  ends  by  requiring  members  to 
conduct  periodic  tests  of  their  AML 
compliance  programs  and  preserve  the 
independence  of  their  testing  personnel. 

B.  Self-Regulatory  Organization's 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
ot  the  purposes  of  the  Act. 

C.  Self-Regulatory'  Organization 's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Eflectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

The  Exchange  has  filed  the  proposed 
rule  change  pursuant  to  Section 
19(b)(3)(A)(iii)"  of  the  Act  and  Rule 
19b-4(f)(6)  1"  thereunder.  The  Exchange 


ns  U.S.C.  781Tb). 

"15  U.S.C.  78f(b)(5). 

"15  U.S.C.  78s(b)(3)(A)(iii). 
17  Cl-'R  240.19b-4(n(6). 


believes  that  the  proposed  rule  change 
does  not:  (i)  Significantly  affect  the 
protection  of  investors  or  the  public 
interest,  (ii)  impose  any  significant 
burden  on  competition,  and  (iii)  will  not 
become  operative  prior  to  30  days  from 
the  date  on  which  it  was  filed,  or  such 
shorter  time  as  the  Commission  may 
designate,  if  consistent  with  the 
protection  of  investors  and  the  public 
interest." 

Rule  19b-4(f)(6)(iii)  requires  the 
Exchange  to  give  the  Commission 
written  notice  of  the  Exchange’s  intent 
to  file  a  proposed  rule  change  along 
with  a  brief  description  and  text  of  the 
proposed  rule  change,  at  least  five 
business  days  prior  to  tbe  date  of  filing 
of  the  proposed  rule  change,  or  such 
shorter  time  as  designated  by  the 
Commission.  The  Exchange  has  satisfied 
this  requirement.  The  Exchange  also 
requests  that  the  Commission  waive  the 
30-day  operative  delay  contained  in 
Exchange  Act  Rule  19b-4(f)(6).'"  The 
Exchange  believes  that  waiver  of  the  30- 
day  operative  delay  will  allow  the 
Exchange  to  immediately  begin 
requiring  members  to  conduct  periodic 
tests  of  their  AMLCP  and  preserve  the 
independence  of  their  testing  personnel. 
The  Commission  believes  that  waiving 
the  30-day  operative  delay  is  consistent 
with  the  protection  of  investors  and  the 
public  interest.  The  Commission 
believes  that  the  proposed  rule  is 
designed  to  accomplish  these  ends  by 
requiring  OTP  Holders  to  conduct 
periodic  testing  of  tbeir  AMLCPs, 
preserve  the  independence  of  their 
testing  personnel,  and  by  making  tbe 
Exchange’s  program  requirements 
consistent  with  those  at  other  exchanges 
and  self-regulatory  organizations."  The 
Commission  therefore  grants  the 
Exchange’s  request  and  designates  the 
proposal  to  be  operative  upon  filing.’’’ 

At  any  time  witbin  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  tbe  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing. 


"17  UFR  24O.19t)-4(0(6). 

17  UKR  24().19l)-4(f)(6)(iii). 

"Id. 

"  See  e.g.,  NA.SD  Rule  3011,  NYSE  Rule  445. 

For  purposes  of  waiving  the  30-day  operative 
delay,  the  Uommission  has  considered  the  proposed 
rule's  impact  on  efficiency,  competition  and  capital 
formation.  See  15  U..S.C.  78c(f). 


Federal  Register/ Vol.  73,  No.  226 /Friday,  November  21,  2008 /Notices 


70689 


including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  (http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEArca-2008-120  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange 
Commission,  100  F  Street,  NE., 
Washington,  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEArca-2008-120.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  (http://www.sec.gov/ 
ruIes/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Section,  100  F  Street,  NE.,  Washington, 
DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  the  filing  will  also  be  available 
for  inspection  and  copying  at  NYSE 
Area’s  principal  office  and  on  its 
Internet  Web  site  at  http:// 
w\\T,v.  nyse.com.  AH  comments  received 
will  be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR- 
NYSEArca-2008-120  and  should  be 
submitted  on  or  before  December  12, 
2008. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority. 

Florence  E.  Harmon, 

Acting  Secretaiy. 

[FR  Doc.  E8-2775B  Filed  11-20-08;  8:4.5  am] 
BILLING  CODE  B011-01-P 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58957;  File  No.  SR- 
NYSEArca-2008-119] 

Self-Regulatory  Organizations;  NYSE 
Area,  Inc.;  Notice  of  Filing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  Regarding  NYSE  Area 
Equities  Rule  Governing  the  Anti- 
Money  Laundering  Compliance 
Program 

November  14,  2008. 

Pursuant  to  Section  19(b)(1)  ’  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  2  and  Rule  19b-4  thereunder,-’ 
notice  is  hereby  given  that,  on  October 
28,  2008,  NYSE  Area,  Inc.  (“NYSE 
Area”  or  “Exchange”),  through  its 
wholly  owned  subsidiary  NYSE  Area 
Equities,  Inc.  (“NYSE  Area  Equities”  or 
the  “Corporation”),  filed  with  the 
Securities  and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been 
substantially  prepared  by  the  Exchange. 
The  Exchange  has  designated  the 
proposed  rule  change  as  constituting  a 
“non-controversial”  rule  change  under 
Rule  19b— 4(f)(6y under  the  Act."*  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I,  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  amend  the 
NYSE  Area  Equities  Rule  6.17  governing 
the  Anti-Money  Laundering  Compliance 
Program  (“AMLCP”).  The  proposed  rule 
change  would  clarify  the  frequency  with 
which  an  Equities  Trading  Permit 
(“ETP”)  Holder  must  conduct 
independent  testing  of  its  AMLCP  and 
would  establish  the  qualifications  of  the 
person  designated  to  perform  AMLCP 
testing  as  well  as  provide  guidelines  for 
establishing  the  independence  of  the 
person  performing  the  test.  The  text  of 
the  proposed  rule  change  is  available  on 
the  Exchange’s  Web  site  at  http:// 
v\'i\'w.nyse.com,  at  the  Exchange’s 
principal  office,  and  at  the 
Commission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 

'  15  U.S.C.  78s(b)ll). 

^15  U.S.C.  78a. 

‘17  CFR  240.19b-4. 

-*  17  CFR  240.198-4(0(6). 


concerning  the  purpose  of,  and  basis  for, 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  those 
statements  may  he  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  below,  of 
the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and  the 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

Financial  institutions,  including 
broker-dealers,  must  develop  and 
implement  AML  Programs  pursuant  to 
the  Bank  .Secrecy  Act  (“BSA”),-'’  as 
amended  hy  Section  352  of  the  Uniting 
and  Strengthening  America  by 
Providing  Appropriate  Tools  Required 
to  Intercept  and  Obstruct  Terrorism  Act 
of  2C01  (“PATRIOT  Act”).*'’  Consistent 
with  Department  of  Treasury  regulation 
31  CFR  103.120  under  the  BSA, 
Exchange  Rule  6.17  requires  that  each 
member  organization  develop  and 
implement  a  written  anti-money 
laundering  (“AML”)  AML  program  that 
specifies  the  minimum  requirement  for 
these  programs. 

The  AML  program  must  include  the 
development  of  internal  policies, 
procedures  and  controls;  the 
designation  of  a  person  to  implement 
and  monitor  the  day-to-day  operations 
and  internal  controls  of  the  program 
(commonly  referred  to  as  an  “AML 
Officer”);  ongoing  training  for 
appropriate  persons;  and  an 
independent  testing  function  for  overall 
compliance. 

The  Exchange  proposes  to  change 
NYSE  Area  Equities  Rule  6.17(c)  to 
clarify  the  language  governing  the 
frequency  with  which  an  ETP  Holder 
must  conduct  independent  testing  of  its 
Anti-Money  Laundering  Compliance 
Program  (“AMLCP”).  Additionally,  the 
Exchange  proposes  to  add  new 
commentary  to  Rule  6.17(c)  that 
establishes  qualifications  of  the  person 
designated  to  perform  AMLCP  testing 
and  guidelines  for  establishing  the 
independence  of  the  person  performing 
the  test. 

Timeframes  for  Independent  Testing 

The  proposed  rule  change  would 
require  that  independent  testing  of  AML 
programs  be  conducted,  at  a  minimum, 
on  an  annual  (calendar-year)  basis  by 
ETP  Holders,  unless  the  ETP  Holder 
does  not  execute  transactions  for 

‘’SI  U.S.C.  5311  etseq. 

'■Public  Law  107-56,  115  Slat.  272  (2001). 
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customers  or  otherwise  hold  customer 
accounts  or  act  as  an  introducing  broker 
with  respect  to  customer  accounts  (e.g., 
engages  solely  in  proprietary  trading,  or 
conducts  business  only  with  other 
broker-dealers),  in  which  case  such 
independent  testing  is  required  every 
two  years  (on  a  calendar-year  basis).  The 
Exchange  believes  that  these  timeframes 
are  reasonable  in  that  they  require  more 
frequent  testing  of  AML  programs 
designed  to  monitor  a  business  with 
customers  from  the  general  public, 
which  may  be  more  susceptible  to 
money  laundering  schemes  than  a 
strictly  proprietary  business  involving 
transactions  with  other  broker-dealers. 
Furthermore,  the  one-year  time  frame 
for  testing  is  consistent  with  standard 
industry  practice  in  that  it  is  similar  to 
generally  accepted  guidelines  for 
conducting  tests  in  the  context  of,  for 
instance,  general  audits  and  branch 
office  visits.  The  proposed  rule  change 
establishes  only  a  minimum 
requirement,  and  makes  clear  that 
members  should  undertake  more 
frequent  testing  when  circumstances 
warrant  (e.g.,  should  the  business  mix  of 
the  member  or  member  organization 
materially  change;  in  the  event  of  a 
merger  or  acquisition;  in  light  of 
systemic  weaknesses  uncovered  via 
testing  of  the  AML  Program;  or  in 
response  to  other  “red  flags”). 

Qualification  and  Independence 
Standards  for  Testing 

Additionally,  the  Exchange  proposes 
to  add  Commentary  .01  to  NYSE  Area 
Equities  Rule  6.17  in  order  to  establish 
qualifications  for  the  person  designated 
to  perform  AMLCP  testing  as  well  as 
guidelines  for  establishing  the 
independence  of  the  person  performing 
the  test.  The  proposed  rule  change 
would  require  the  person  conducting 
the  independent  test  to  have  a  working 
knowledge  of  the  applicable  BSA 
_  requirements  and  related  regulations. 
Such  person  need  not  be  an  employee 
of  the  member  or  member  organization 
since  the  responsibility  being  delegated 
is  essentially  an  auditing  function  and, 
as  such,  it  would  not  be  unusual  or 
ineffective  for  it  to  be  performed  by  an 
independent  outside  party. 

The  proposed  rule  change  does  not 
preclude  an  employee  of  the  member  or 
member  organization  from  conducting 
the  required  independent  testing  of  the 
AML  Program;  however  the  proposed 
“independence”  standard  would 
prohibit  testing  from  being  conducted 
•  by  a  person  who  performs  the  functions 
being  tested,  or  by  the  designated  AML 
Officer  or  by  a  person  that  reports  to 
either. 


AML  Officer 

The  proposed  rule  change  would  also 
clarify  that  the  person  responsible  for 
implementing  and  monitoring  the  day- 
to-day  operations  and  controls  of  the 
program  must  be  an  associated  person  of 
the  member.  This  would  not  prohibit  a 
member  that  is  part  of  a  diversified 
financial  institution  from  designating  an 
AML  Officer  that  is  employed  by  the 
member’s  parent  company,  sister 
company,  or  other  affiliate.  However,  if 
such  a  person  is  designated  as  a 
member’s  AML  Officer,  the  Exchange 
will  consider  that  person  to  be  an 
associated  person  of  the  member  with 
respect  to  those  activities  performed  on 
behalf  of  the  member. 

2.  Statutory  Basis 

The  Exchange  believes  that  the 
proposed  rule  change  is  consistent  with 
Section  6(b)  ^  of  the  Securities  Exchange 
Act  of  1934  (the  “Exchange  Act”),  in 
general,  and  furthers  the  objectives  of 
Section  6(b)(5)  “  in  particular  in  that  it 
is  designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
Exchange  believes  that  the  proposed 
rule  change  is  designed  to  accomplish 
these  ends  by  requiring  members  to 
conduct  periodic  tests  of  their  AML 
compliance  programs  and  preserve  the 
independence  of  their  testing  personnel. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

The  Exchange  has  filed  the  proposed 
rule  change  pursuant  to  Section 
19(b)(3)(A)(iii)  ”  of  the  Act  and  Rule 
19b-^(0(6) thereunder.  The  Exchange 


15  U.S.C.  78f(b). 

"15  U.S.C.  7ai'(b)(5). 

"15  U.S.C.  78s(b)(3)lA)(iii). 
">17  CFR  240.19b-^(f)(6). 


believes  that  the  proposed  rule  change 
does  not:  (i)  Significantly  affect  the 
protection  of  investors  or  the  public 
interest,  (ii)  impose  any  significant 
burden  on  competition,  and  (iii)  will  not 
become  operative  prior  to  30  days  from 
the  date  on  which  it  was  filed,  or  such 
shorter  time  as  the  Commission  may 
designate,  if  consistent  with  the 
protection  of  investors  and  the  public 
interest.’^ 

Rule  19b-4(f)(6)(iii)  requires  the 
Exchange  to  give  the  Commission 
written  notice  of  the  Exchange’s  intent 
to  file  a  proposed  rule  change  along 
with  a  brief  description  and  text  of  the 
proposed  rule  change,  at  least  five 
business  days  prior  to  the  date  of  filing 
of  the  proposed  rule  change,  or  such 
shorter  time  as  designated  by  the 
Commission.  The  Exchange  has  satisfied 
this  requirement.  The  Exchange  also 
requests  that  the  Commission  waive  the 
30-day  operative  delay  contained  in 
Exchange  Act  Rule  19b-4(f)(6).’^  The 
Exchange  believes  that  waiver  of  the  30- 
day  operative  delay  will  allow  the 
Exchange  to  immediately  begin 
requiring  members  to  conduct  periodic 
tests  of  their  AMLCP  and  preserve  the 
independence  of  their  testing  personnel. 
The  Commission  believes  that  waiving 
the  30-day  operative  delay  is  consistent 
with  the  protection  of  investors  and  the 
public  interest.  The  Commission 
believes  that  the  proposed  rule  is 
designed  to  accomplish  these  ends  by 
requiring  ETP  Holders  to  conduct 
periodic  testing  of  their  AMLCPs, 
preserve  the  independence  of  their 
testing  personnel,  and  by  making  the 
Exchange’s  program  requirements 
consistent  with  those  at  other  exchanges 
and  self-regulatory  organizations. i"*  The 
Commission  therefore  giants  the 
Exchange’s  request  and  designates  the 
proposal  to  be  operative  upon  filing. i’’ 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing. 


"  17  CFR  240.19l)-4(fl(6). 

17  CFR  240.19b-4(f)(6)(iii). 

"Id. 

'■*  See  e.g..  NASD  Rule  3011.  NYSE  Rule  445. 

‘•'■’For  purposes  of  waiving  the  30-day  operative 
delay,  the  Commission  has  considered  the  proposed 
rule's  impact  on  efficiency,  competition  and  capital 
formation.  See  15  U.S.C.  78c(f). 
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including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/sro.shtml)',  or 

•  Send  an  e-mail  to  vule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEArca-2008-119  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange 
Commission,  100  F  Street,  NE., 
Washington.  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEArca-2008-119.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http.V/wu'iv.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Section,  100  F  Street,  NE.,  Washington, 
DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  the  filing  will  also  be  available 
for  inspection  and  copying  at  NYSE 
Area’s  principal  office  and  on  its 
Internet  Web  site  at  http:// 
www.nyse.com.  All  comments  received 
will  be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR- 
NYSEArca-2008-119  and  should  be 
submitted  on  or  before  December  12, 
2008. 


For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.”' 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27757  Filed  11-20-08;  8:45  am] 
BILLING  CODE  8011-01-P 


SMALL  BUSINESS  ADMINISTRATION 

[Disaster  Declaration  #11469  and  #  11470] 

Illinois  Disaster  Number  IL-00019 

agency:  U.S.  Small  Business 
Administration. 

ACTION:  Amendment  3. 


SUMMARY:  This  is  an  amendment  of  the 
Presidential  declaration  of  a  major 
disaster  for  the  State  of  Illinois  (FEMA- 
1800-DR),  dated  10/03/2008. 

Incident:  Severe  .Storms  and  Flooding. 
Incident  Period:  09/13/2008  through 
10/05/2008. 

DATES:  Effective  Date:  11/13/2008. 

Physical  Loan  Application  Deadline 
Date:  12/02/2008. 

EIDL  Loan  Application  Deadline  Date- 
07/03/2009. 

ADDRESSES:  Submit  completed  loan 
applications  to:  U.S.  Small  Business 
Administration,  Processing  and 
Disbursement  Center,  14925  Kingsport 
Road,  Fort  Worth,  TX  76155. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 

Escobar,  Office  of  Disaster  Assistance, 
U.S.  Small  Business  Administration, 

409  3rd  Street,  SW.,  Suite  6050, 
Washington,  DC  20416. 

SUPPLEMENTARY  INFORMATION:  The  notice 
of  the  Presidential  disaster  declaration 
for  the  State  of  Illinois,  dated  10/03/ 
2008  is  hereby  amended  to  include  the 
following  areas  as  adversely  affected  by 
the  disa.ster: 

Primary  Counties:  (Physical  Damage  and 
Economic  Injury  Loans):  Peoria. 
Contiguous  Counties:  (Economic  Injury 
Loans  Only):  Illinois:  Fulton,  Knox, 

Stark. 

All  other  information  in  the  original 
declaration  remains  unchanged. 

(Catalog  of  Federal  Domestic  Assistance 
Numbers  59002  and  59008) 

James  E.  Rivera, 

Acting  Associate  Administrator  for  Disaster 
Assistance. 

[FR  Doc.  E8-27695  Filed  11-20-08;  8:45  am] 
BILLING  CODE  8025-01-P 


•'■17CFR  200.30-3(a)(12). 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Approvai  of  Noise  Compatibility 
Program  Piedmont  Triad  international 
Airport,  Greensboro,  NC 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice. . 

SUMMARY:  The  Federal  Aviation 
Administration  (FAA)  announces  its 
findings  on  the  Noise  Compatibility 
Program  submitted  by  the  Piedmont 
Triad  Airport  Authority  (PTAA)  under 
the  provisions  of  49  U.S.C.  (the  Aviation 
Safety  and  Noise  Abatement  Act, 
hereinafter  referred  to  as  “the  Act”)  and 
14  CFR  part  150.  These  findings  are 
made  in  recognition  of  the  description 
of  Federal  and  nonfederal 
responsibilities  in  Senate  Report  No. 
96-52  (1980).  On  June  10.  2008,  the 
FAA  determined  that  the  noise  exposure 
maps  subm.itted  by  the  Piedmont  Triad 
Airport  Authority  (PTAA)  under  Part 
150  were  in  compliance  with  applicable 
requirements.  On  November  7,  2008.  the 
FAA  approved  the  Piedmont  Triad 
International  Airport  noise 
compatibility  program.  All  of  the 
recommendations  of  the  program  were 
approved. 

OATES:  Effective  Date.- The  effective  date 
of  the  FAA’s  approval  of  the  Piedmont 
Triad  International  Airport  Noise 
Compatibility  Program  is  November  7, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Dana  Perkins,  Federal  Aviation 
Administration,  Atlanta  Airports 
District  Office,  1701  Columbia  Avenue, 
College  Park,  Georgia  30337-2747, 
phone  number:  (404)  305-7152. 
Documents  reflecting  this  FAA  action 
may  be  reviewed  at  this  same  location. 
SUPPLEMENTARY  INFORMATION:  This 
notice  announces  that  the  FAA  has 
given  its  overall  approval  to  the  Noise 
Compatibility  Program  for  Piedmont 
Triad  International  Airport,  effective 
November  7,  2008. 

Under  Section  47504  of  the  Act,  an 
airport  operator  who  has  previously 
submitted  a  Noise  Exposure  Map  may 
submit  to  the  FAA  a  Noise 
Compatibilit}'  Program  which  sets  forth 
the  measures  taken  or  proposed  by  the 
airport  operator  for  the  reduction  of 
existing  noncompatible  land  uses  and 
prevention  of  additional  non-compatible 
land  uses  within  the  area  covered  by  the 
Noise  Exposure  Maps.  The  Act  requires 
such  programs  to  be  developed  in 
consultation  with  interested  and 
affected  parties  including  local 
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communities,  government  agencies, 
airport  users,  and  FAA  personnel. 

Each  airport  noise  compatibility 
program  developed  in  accordance  with 
Federal  Aviation  Regtilations  (FAR)  Part 
150  is  a  local  program,  not  a  Federal 
Program.  The  FAA  does  not  substitute 
its  judgment  for  that  of  the  airport 
operator  with  respect  to  which  measure 
should  be  recommended  for  action. 

The  FAA’s  approval  or  disapproval  of 
FAR  Part  150  program 
recommendations  is  measured 
according  to  the  standards  expressed  in 
FAR  Part  150  and  the  Act,  and  is  limited 
to  the  following  determinations: 

a.  The  Noise  Compatibility  Program 
was  developed  in  accordance  with  the 
provisions  and  procedures  of  FAR  Part 
150; 

b.  Program  measures  are  reasonably 
consistent  with  achieving  the  goals  of 
reducing  existing  non-compatible  land 
uses  around  the  airport  and  preventing 
the  introduction  of  additional  non¬ 
compatible  land  uses; 

c.  Program  measures  would  not  create 
an  undue  burden  on  interstate  or  foreign 
commerce,  unjustly  discriminate  against 
types  or  classes  of  aeronautical  uses, 
violate  the  terms  of  airport  grant 
agreements,  or  intrude  into  areas 
preempted  by  the  Federal  government; 
and 

d.  Program  measures  relating  to  the 
use  of  flight  procedures  can  be 
implemented  within  the  period  covered 
by  the  program  without  derogating 
safety,  adversely  affecting  the  efficient 
use  and  management  of  the  navigable 
airspace  and  air  traffic  control  systems, 
or  adversely  affecting  other  powers  and 
responsibilities  of  the  Administrator 
prescribed  by  law. 

Specific  limitations  with  respect  to 
FAA’s  approval  of  an  airport  Noise 
Compatibility  Program  are  delineated  in 
FAR  Part  150,  Section  150.5.  Approval 
is  not  a  determination  concerning  the 
acceptability  of  land  uses  under  Federal, 
state,  or  local  law.  Approval  does  not  by 
itself  constitute  an  FAA  implementing 
action.  A  request  for  Federal  action  or 
approval  to  implement  specific  noise 
compatibility  measures  may  be 
required,  and  an  FAA  decision  on  the 
request  may  require  an  environmental 
assessment  of  the  proposed  action. 
Approval  does  not  constitute  a 
commitment  by  the  FAA  to  financially 
assist  in  the  implementation  of  the 
program  nor  a  determination  that  all 
measures  covered  by  the  program  are 
eligible  for  grant-in-aid  funding  from  the 
FAA.  Where  Federal  funding  is  sought, 
requests  for  project  grants  must  be 
submitted  to  the  FAA  Airports  District 
Office  in  College  Park,  Georgia. 


Piedmont  Triad  International  Airport 
submitted  to  the  FAA  on  May  7,  2008 
the  Noise  Exposure  Maps,  descriptions, 
and  other  documentation  produced 
during  the  noise  compatibility  planning 
study  conducted  from  March  2003, 
through  April  2008.  The  Piedmont  Triad 
International  Airport  Noise  Exposure 
Maps  were  determined  by  FAA  to  be  in 
compliance  with  applicable 
requirements  on  June  10,  2008.  Notice 
of  this  determination  was  published  in 
the  Federal  Register  on  June  10,  2008. 

The  Piedmont  Triad  International 
Airport  study  contains  a  proposed  Noise 
Compatibility  Program  comprised  of 
actions  designed  for  phased 
implementation  by  airport  management 
and  adjacent  jurisdictions  from  2008  to 
2014  and  beyond,  as  applicable.  It  was 
requested  that  FAA  evaluate  and 
approve  this  material  as  a  Noise 
Compatibility  Program  as  described  in 
Section  47504  of  the  Act.  The  FAA 
began  its  review  of  theProgram  on  June 
10,  2008  and  was  required  by  a 
provision  of  the  Act  to  approve  or 
disapprove  the  program  within  180-days 
(other  than  the  use  of  new  or  modified 
flight  procedures  for  noise  control). 
Failure  to  approve  or  disapprove  such 
program  within  the  180-day  period  shall 
be  deemed  to  be  an  approval  of  such 
program. 

The  submitted  program  contained  20 
proposed  actions  for  noise  mitigation  on 
and  off  the  airport.  The  FAA  completed 
its  review  and  determined  that  the 
procedural  and  substantive 
requirements  of  the  Act  and  FAR  Part 
150  have  been  satisfied.  The  overall 
program,  therefore,  was  approved  by  the 
FAA  effective  November  7,  2008. 

Outright  approval,  with  clarification 
in  some  cases,  was  granted  for  all  of  the 
specific  program  elements.  The  20 
measures  proposed  and  approved 
follow:  NAl — Evaluate  Noise  barriers  at 
Sites  of  Future  Airport  Facilities;  NA- 

2 —  Preferred  Nigbt  Runway  Use;  NA- 

3 —  Night  Runway  Use  Assignments; 
NA-4 — Night  Southbound  Departure 
Corridor  from  Runway  23L;  NA-5 — 
Night  Departure  Procedures  from 
Runway  23R;  NA-6 — Night  Northbound 
Departure  Corridor  form  Runway  23L; 
NA-8 — Departures  from  Runway  5L; 
NA-9 — Departures  from  Runway  5R; 
NA-10 — Restrictions  on  Use  of 
Auxiliary  Power  Units  (APUs);  NA-11 — 
Noise  Abatement  Departure  Profiles; 
NA-12 — Noise  Abatement  Approach 
Procedures;  NA-13 — Altitude  for 
Downwind  Legs;  LU-1  Acquire  Noise- 
Sensitive  Properties  where  DNL  Exceeds 
70  dB;  LU-2 — Sound  Insulation  for 
Noise-Sensitive  Structures  where  DNL 
Exceeds  65  dB;  LU-3 — Optional 
Acquisition  of  Avigation  Easements  for 


Noise  Sensitive  Structures  where  DNL 
Exceeds  65dB;  LU-4 — Other  Assistance 
for  Owners  of  Residential  Property 
where  DNL  exceeds  65  dB;  LU-5 — 
Pursue  Compatible  Use  Zoning  where 
DNL  Exceeds  65  dB;  NM-i — Establish  a 
Noise  Monitoring  Function  at  PTIA; 
NM-2 — Publish  DNL  Contours  for  DNL 
60  and  Above;  and  NM-3  Install  and 
Operate  an  Aircraft  Noise  and 
Operations  Monitoring  System. 

Operational  Measure  NA-1  and  Land 
Use  Measure  LU-4  were  approved  for 
study  only  because  the  benefits  of 
implementation,  as  required  by  Part 
150,  cannot  be  determined  until  study 
and/or  analysis  is  complete.  Operational 
Measures  NA-2,  NA-3,  NA-4,  NA-5, 
NA-6,  NA-8,  NA-9,  NA-11,  NA-12, 
and  NA-13  are  approved  as  voluntary 
measures  because  their  implementation 
is  subject  to  traffic,  weather,  and 
airspace  safety  and  efficiency. 
Additionally,  while  approved, 
clarification  was  added  to  the  approval 
statements  for  several  Land  Use 
Measures. 

These  determinations  are  set  forth  in 
detail  in  a  Record  of  Approval  signed  by 
the  FAA  on  November  7,  2008.  The 
Record  of  Approval,  as  well  as  other 
evaluation  materials  and  the  documents 
comprising  the  submittal,  are  available 
for  review  at  the  FAA  office  listed  above 
and  at  the  administrative  office  of  the 
Piedmont  Triad  Airport  Authority 
(PTAA).  The  Record  of  Approval  also 
will  be  available  on-line  at:  http:// 
www.faa.gov/airports  airtraffic/airports/ 
environmental /airport  noise/part  150/ 
states/. 

Issued  in  College  Park,  Georgia  on 
November  8,  2008. 

Scott  L.  Seritt, 

Manager,  Atlanta  Airports  District  Office. 

[FR  Doc.  E8-27546  Filed  11-20-08;  8:45  am) 
BILLING  CODE  4910-1 3-M 

DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Notice  of  Intent  to  Rule  on  Application 
08-21-C-00-ORD  To  Impose  and  Use 
the  Revenue  From  a  Passenger  Facility 
Charge  (PFC)  at  Chicago  O’Hare 
International  Airport,  Chicago,  IL 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION;  Notice  of  Intent  to  Rule  on 
Application. 

SUMMARY:  The  FAA  proposes  to  rule  and 
invites  public  comment  on  the 
application  to  impose  and  use  the 
revenue  from  a  PFC  at  Chicago  O’Hare 
International  Airport  under  the 
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provisions  of  the  49  U.S.C.  40117  and 
Part  158  of  the  Federal  Aviation 
Regulations  (14  CFR  part  158). 

DATES:  Comments  niust  be  received  on 
or  before  date  which  is  30  days  after 
date  of  publication  in  the  Federal 
Register. 

ADDRESSES:  Comments  on  the 
application  may  be  mailed  or  delivered 
in  triplicate  to  the  FAA  at  the  following 
address;  James  G.  Keefer,  Federal 
Aviation  Administration,  Manager, 
Chicago  Airports  District  Office,  2300  E. 
Devon,  Room  320,  Des  Plaines,  Illinois 
60018. 

In  addition,  one  copy  of  any 
comments  submitted  to  the  FAA  must 
be  mailed  or  delivered  to  Richard  L. 
Rodriguez,  Commissioner  of  the  City  of 
Chicago  Department  of  Aviation  at  the 
following  address:  Chicago  O’Hare 
International  Airport,  10510  West 
Zemke  Road,  P.O.  Box  66142,  Chicago, 
Illinois  60666. 

Air  carriers  and  foreign  air  carriers 
may  submit  copies  of  written  comments 
previously  provided  to  the  City  of 
Chicago  Department  of  Aviation  under 
section  158.23  of  Part  158 
FOR  FURTHER  INFORMATION  CONTACT: 
James  G.  Keefer,  Federal  Aviation 
Administration,  Manager,  Chicago 
Airports  District  Office,  2300  E.  Devon, 
Room  320,  Des  Plaines,  Illinois  60018, 
(847)  294-7336. 

Review  of  Application:  Any  person 
may  inspect  the  application  in  person  at 
the  Chicago  Airports  District  Office, 
2300  E.  Devon,  Room  320,  Des  Plaines, 
Illinois  60018.  Please  call  (847)  294- 
7336  to  set  up  an  appointment.  The 
application  may  also  be  viewed  at 
http  ://www.  aql.faa .  qov/ OMP/PFC/ 
PFC.htm. 

In  addition,  any  person  may,  upon 
request,  inspect  the  application,  notice 
and  other  documents  germane  to  the 
application  in  person  at  the  City  of 
Chicago  Department  of  Aviation,  10510 
West  Zemke  Road,  Chicago,  Illinois 
60666.  Please  contact  Michael  Zonsius 
at  (773)  686-3433  to  set  up  an 
appointment. 

SUPPLEMENTARY  INFORMATION:  The  FAA 

proposes  to  rule  and  invites  public 
comment  on  the  application  to  impose 
and  use  the  revenue  from  a  PFC  at 
Chicago  O’Hare  International  Airport 
under  the  provisions  of  the  49  U.S.C. 
40117  and  Part  158  of  the  Federal 
Aviation  Regulations  (14  CFR  part  158). 

On  September  16,  2008,  the  City  of 
Chicago  Department  of  Aviation 
submitted  an  application  to  impose  and 
use  revenues  from  a  Pf’C  at  Chicago 
O’Hare  International  Airport. 

On  October  16,  2008,  tne  FAA 
determined  that  the  application  to 


impose  and  use  the  revenue  from  a  PFC 
submitted  by  City  of  Chicago 
Department  of  Aviation  was  not 
substantially  complete  within  the 
requirements  of  section  158.25  of  Part 
158.  The  City  of  Chicago  supplemented 
the  application  on  October  29,  2008. 

The  FAA  will  approve  or  disapprove  the 
application,  in  whole  or  in  part,  no  later 
than  February  26,  2009. 

The  following  is  a  brief  overview  of 
the  application. 

PFC  application  number:  08-21-C- 
OO-ORD. 

Proposed  charge  effective  date: 
December  1,  2024. 

Proposed  charge  expiration  date: 
February  1,  2026.  Level  of  the  proposed 
PFC:  $  4.50. 

Total  estimated  PFC  revenue: 
$182,278,173. 

Brief  description  of  proposed 
project(s):  Airfield  Design  (completion 
phase)  and  Western  Terminal  Area 
Planning. 

Class  or  classes  of  air  carriers  which 
the  public  agency  has  requested  not  be 
required  to  collect  PFCs:  Air  taxi. 

Issued  in  Des  Plaines,  Illinois,  on 
November  13,  2008. 

Elliott  Black, 

Manager,  Planning/Programming  Branch, 
Airports  Division.  Great  Lakes  Region. 

IFR  Doc.  E8-27548  Filed- 11-20-08;  8:45  am) 
BILLING  CODE  4910-13-M 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Notice  of  intent  To  Rule  on  Request  To 
Release  Airport  Property  at  the  Eagle 
County  Regional  Airport,  Eagle,  CO 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  Request  To  Release 
Airport  Property. 

SUMMARY:  The  FAA  proposes  to  rule  and 
invite  public  comment  on  the  release  of 
land  at  the  Eagle  County  Regional 
Airport  under  the  provisions  of  Section 
125  of  the  Wendell  H.  Ford  Aviation 
Investment  Reform  Act  for  the  21st 
Century  (AIR  21). 

DATES:  Comments  must  he  received  on 
or  before  December  22,  2008. 

ADDRESSES:  Comments  on  this 
application  may  be  mailed  or  delivered 
to  the  FAA  at  the  following  address:  Mr. 
Craig  A.  Sparks,  Manager,  Federal 
Aviation  Administration,  Northwest 
Mountain  Region,  Airports  Division, 
Denver  Airports  District  Office,  26805  E. 
68th  Ave.,  Suite  224,  Denver,  Colorado 
80249. 


In  addition,  one  copy  of  any 
comments  submitted  to  the  FAA  must 
be  mailed  or  delivered  to  Mr.  Bryan  R. 
Treu,  Eagle  County  Attorney,  500 
Broadway,  P.O.  Box  850,  Eagle, 
Colorado,  81631. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Chris  Schaffer,  Project  Manager,  Federal 
Aviation  Administration,  Northwest 
Mountain  Region,  Airports  Division, 
Denver  Airports  District  Office,  26805  E. 
68th  Ave.,  Suite  224,  Denver,  Colorado 
80249. 

The  request  to  release  property  may 
be  reviewed  in  person  at  this  same 
location. 

SUPPLEMENTARY  INFORMATION:  The  FAA 

invites  public  comment  on  the  request 
to  release  property  at  the  Eagle  County 
Regional  Airport  under  the  provisions  of 
the  AIR  21. 

On  September  15,  2008,  the  FAA 
determined  that  the  request  to  release 
property  at  the  Eagle  County  Regional 
Airport  submitted  by  the  County  of 
Eagle,  Colorado  met  the  procedural 
requirements  of  the  Federal  Aviation 
Regulations,  Part  155.  The  FAA  may 
approve  the  request,  in  whole  or  in  part, 
no  later  than  November  28,  2007. 

The  following  is  a  brief  overview  of 
the  request: 

The  County  of  Eagle,  Colorado 
requests  the  release  of  5.46  acres  of  non- 
aeronautical  airport  property,  otherwise 
known  as  Lot  105  of  the  Eagle  County 
Regional  Airport,  to  the  Colorado 
Department  of  Transportation.  The 
purpose  of  this  release  is  to  allow  the 
Colorado  Department  of  Transportation 
to  construct  a  new  highway  interchange. 
The  sale  of  this  parcel  will  provide 
funds  for  airport  improvements. 

Any  person  may  inspect  the  request 
by  appointment  at  the  FAA  office  listed 
above  under  FOR  FURTHER  INFORMATION 
CONTACT. 

In  addition,  any  person  may,  inspect 
the  application,  notice  and  other 
documents  germane  to  the  application 
in  person  at  the  Eagle  County 
Courthouse,  500  Broadway,  Eagle, 
Colorado  81631. 

Issued  in  Denver,  Colorado  on  November 
14,  2008. 

Craig  A.  Sparks. 

Manager,  Denver  Airports  District  Office. 

[FR  Doc;.  E8-27537  Filed  11-20-08;  8:45  am) 
BILLING  CODE  4910-13-M 
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DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Notice  of  Meeting  of  the  National  Parks 
Overflights  Advisory  Group  Aviation 
Rulemaking  Committee 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Federal  Aviation 
Administration  (FAA)  and  the  National 
Park  Service  (NPS),  in  accordance  with 
the  National  Parks  Air  Tour 
Management  Act  of  2000,  announce  the 
next  meeting  of  the  National  Parks 
Overflights  Advisory  Group  (NPOAG) 
Aviation  Rulemaking  Committee  (ARC). 
This  notification  provides  the  date, 
format,  and  agenda  for  the  meeting. 

Dates  and  Location:  The  NPOAG  ARC 
will  hold  a  meeting  on  December  1st, 
2008.  The  meeting  will  be  conducted  as 
a  telephone  conference  call.  The 
meeting  will  be  held  from  9  a.m.  to  12 
p.m.  Pacific  Standard  Time  on 
December  1st.  This  NPOAG  meeting 
will  be  open  to  the  public.  Interested 
persons  may  listen  in  on  the  conference 
call  (see  Public  Participation  at  the 
Meeting). 

FOR  FURTHER  INFORMATION  CONTACT: 

Barry  Brayer,  AVVP-lSP,  Special 
Programs  Staff,  Federal  Aviation 
Administration.  Western-Pacific  Region 
Headquarters,  P.O.  Box  92007,  Los 
.\ngeles,  CA  90009-2007,  telephone: 
(310)  725-3800,  e-mail: 
Barry.Brayer@faa.gov,  or  Karen  Trevino, 
National  Park  Service,  Natural  Sounds 
Program,  1201  Oakridge  Dr.,  Suite  100, 
Fort  Collins,  CO,  80525,  telephone: 

(970)  225  3563,  e-mail: 
Karen_Trevino@n  ps.gov. 

SUPPLEMENTARY  INFORMATION: 
Background 

The  National  Parks  Air  Tour 
Management  Act  of  2000  (NPATMA), 
enacted  on  April  5,  2000,  as  Public  Law 
106-181,  required  the  establishment  of 
the  NPOAG  within  one  year  after  its 
enactment.  The  Act  requires  that  the 
NPOAG  be  a  balanced  group  of 
representatives  of  general  aviation, 
commercial  air  tour  operations, 
environmental  concerns,  and  Native 
American  tribes.  The  Administrator  of 
the  FAA  and  the  Director  of  NPS  (or 
their  designees)  serve  as  ex  officio 
members  of  the  group.  Representatives 
of  the  Administrator  and  Director  serve 
alternating  1-year  terms  as  chairman  of 
the  advisory  group. 

The  duties  of  the  NPOAG  include 
providing  advice,  information,  and 
recommendations  to  the  FAA 
Administrator  and  the  NPS  Director  on: 
Implementation  of  Public  Law  106-181; 


quiet  aircraft  technology;  other 
measures  that  might  accommodate 
interests  to  visitors  of  national  parks; 
and  at  the  request  of  the  Administrator 
and  the  Director,  on  safety, 
environmental,  and  other  issues  related 
to  commercial  air  tour  operations  over 
national  parks  or  tribal  lands. 

Agenda  for  the  December  1,  2008, 
NPOAG  Meeting 

The  agenda  for  the  meeting  will 
include,  but  is  not  limited  to,  the 
following:  review  of  a  Strategic  Plan  for 
the  NPOAG,  review  and  approval  of  the 
meeting  minutes  from  the  September  3- 
4,  2008  NPOAG  meeting  in  Port 
Angeles,  WA;  update  on  ongoing  Air 
Tour  Management  Plan  (ATMP) 
program  projects;  discussion  of  the 
Aviation  Environmental  Design  Tool 
(AEDT)  model,  and  highlights  from  the 
Human  Response  to  Aviation  Noise 
workshop  held  at  Volpe  Center  in 
October  2008. 

Public  Participation  for  the  Meeting 

This  NPOAG  meeting  will  be 
conducted  as  a  telephone  conference 
call.  Members  of  the  public  will  be  able 
to  listen  in  on  the  proceedings. 
Information  regarding  how  the  public 
may  access  this  conference  call  in  a 
“listen  mode”  will  be  posted  on  the 
FAA’s  ATMP  Web  site  [http:// 
wix^.atmp.faa.gov)  by  November  20, 
2008.  Other  supplementary  meeting 
information  may  also  be  posted  on  tbe 
ATMP  Web  site. 

Record  of  the  Meeting 

If  you  are  unable  to  participate  in  this 
NPOAG  meeting  conference  call,  a 
summary  record  of  the  meeting  wall  be 
made  available  under  the  NPOAG 
section  of  the  FAA’s  ATMP  Web  site  at 
http://www.atmp.faa.gov  or  through  the 
Special  Programs  Staff;  Western-Pacific 
Region,  Federal  Aviation 
Administration,  P.O.  Box  92007,  Los 
Angeles,  GA  90009—207,  telephone  (310) 
725-3800. 

Issued  ill  Hawthorne.  CiA  on  November  13, 
2008. 

Barry  S.  Brayer, 

Manager,  Special  Programs  Office.  Western- 
Pacific  Region. 

[FR  Doc.  E8-27.S39  Filed  11-20-08;  8:45  am] 
BILLING  CODE  491&-13-M 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Highway  Administration 

Notice  of  Final  Federal  Agency  Actions 
on  US  101  Constitution  Way  and  Weigh 
Station  Project;  Curry  County,  OR 

agency:  Federal  Highway 
Administration  (FHWA),  DOT. 

ACTION:  Notice  of  Limitations  on  Claims 
for  Judicial  Review  of  Actions  by 
FHWA. 

SUMMARY:  This  notice  announces  actions 
taken  by  the  FHWA,  USAGE,  and  other 
Federal  agencies  that  are  final  within 
the  meaning  of  23  U.S.C.  139(/)(1).  The 
actions  relate  to  a  proposed  highw’ay 
project,  US  101  Constitution  Way  and 
Weigh  Station,  in  Curry  County,  Oregon. 
This  action  grants  approval  for  the 
project. 

DATES:  By  this  notice,  the  FHWA  is 
advising  the  public  of  final  agency 
actions  subject  to  23  U.S.C.  139(/)(1).  A 
claim  seeking  judicial  review  of  the 
Federal  agency  actions  on  the  highway 
project  will  be  barred  unless  the  claim 
is  filed  on  or  before  May  20,  2009.  If  the 
Federal  law  that  authorizes  judicial 
review  of  a  claim  provides  a  time  period 
of  less  than  180  days  for  filing  such 
claim,  then  that  shorter  time  period  still 
applies. 

FOR  FURTHER  INFORMATION  CONTACT: 

Michelle  Eraut,  Environmental  Program 
Manager,  Federal  Highway 
Administration,  530  Center  Street,  NE., 
Suite  100,  Salem,  Oregon  97301, 
Telephone:  (503)  587-4716.  The  US  101 
at  Constitution  Way  and  Weigh  Station 
categorical  exclusion  and  other  project 
records  are  available  upon  written 
request  from  the  Federal  Highway 
Administration  at  the  address  shown 
above.  Comments  or  questions 
concerning  this  proposed  action  and  the 
US  101  at  Constitution  Way  and  Weigh 
Station  should  be  directed  to  the  FHWA 
at  the  address  provided  above. 
SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  that  the  FHWA  has  taken 
final  agency  action  subject  to  23  U.S.C. 
139  (/)(!)  by  issuing  approval  for  the 
following  highway  project  in  the  State 
of  Oregon:  U.S.  101  at  Constitution  Way 
and  Weigh  Station.  The  project  will 
construct  a  traffic  signal  and  safety 
improvements  at  the  US  101  at 
Constitution  Way  intersection  to 
improve  safety  and  capacity.  The  project 
will  also  relocate  the  weigh  station  from 
it’s  existing  location  at  the  US  101  at 
Constitution  Way  intersection  to  an  area 
approximately  four  miles  to  the  south, 
near  McVay  Lane.  The  weigh  station 
will  be  on  tbe  east  side  of  US  101  and 
will  be  used  to  weigh  northbound 
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trucks.  The  actions  by  the  Federal 
agencies  and  the  laws  under  which  such 
actions  were  taken  are  described  in  the 
categorical  exclusion  issued  on  October 
8,  2008,  and  in  other  documents  in  the 
FHWA  project  records.  The  categorical 
exclusion  and  other  project  records  are 
available  by  contacting  the  FHWA  at  the 
address  provided  above.  This  notice 
applies  to  all  Federal  agency  decisions 
as  of  the  issuance  date  of  this  notice  and 
all  laws  under  which  such  actions  were 
taken,  including  but  not  limited  to: 

1 .  General:  National  Environmental 
Policy  Act  (NEPA)  [42  U.S.C.  4321- 
4351];  Federal-Aid  Highway  Act  [23 
U.S.C.  109  and  23  U.S.C.  128[. 

2.  Air:  Clean  Air  Act  [42  U.S.C.  7401- 
7671(q)j. 

3.  Land:  Section  4(f]  of  the 
Department  of  Transportation  Act  of 
1966  [49  U.S.C  303[. 

4.  Endangered  Species  Act 
[16  U.S.C.  l.'=.31-1.644  and  Section 
153bj 

5.  Histone  and  Cuitnral  Resources: 
Section  106  of  the  National  Historic 
Preservation  Aci  of  1966,  as  amended 
[16  U.S.C.  470(f)  et  seq.\. 

6.  Weilands  and  Water  Resources: 
Land  and  Water  Conservation  Fund 
(LWCF)  [16  U.S.C.  4601-4604). 

7.  Executive  Orders:  E.O.  12898, 
Federal  Actions  to  Address 
Environmental  Justice  in  Minority 
Populations  and  Low  Income 
Populations:  E.O.  13175  Consultation 
and  Coordination  with  Indian  Tribal 
Governments. 

(Catalog  of  Federal  Douiestic  Assistance 
Program  Number  20.205,  Highway  Planning 
and  Construction.  The  regulations 
implementing  Executive  Order  12372 
regarding  intergovernmental  consultation  on 
Federal  programs  and  activities  apply  to  this 
program.) 

Authority:  23  U.S.C.  139(;)(1). 

Issued  on:  November  .17,  2008. 

Michelle  Eraut, 

Environmental  Program  Manager,  Salem. 
Oregon. 

IFR  Doc.  E8-27707  Filed  11-20-08;  8:45  am] 
BILLING  CODE  4910-22-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Motor  Carrier  Safety 
Administration 

[Docket  No.  FMCSA-2006-26367] 

Motor  Carrier  Safety  Advisory 
Committee  Public  Meeting 

agency:  Federal  Motor  Carrier  Safety 
Administration  (FMCSA),  DOT. 

ACTION:  Notice  of  Motor  Carrier  Safety 
Advisory  Committee  Meetings. 


SUMMARY:  FMCSA  announces  that  the 
Motor  Carrier  Safety  Advisory 
Committee  (MCSAC)  will  hold 
committee  meetings  on  December  1, 
2008,  and  December  10,  2008.  The 
meetings  are  open  to  the  public. 

DATES:  The  meetings  will  be  held  on 
December  1,  2008,  from  12  p.m.  to  1 
p.m.  Eastern  Standard  Time,  and 
December  10,  2008,  from  1  p.m.  to  5 
p.m.  Eastern  Standard  Time. 

ADDRESSES:  The  meeting  on  December 
1,  2008,  will  be  held  by  conference  call. 
The  meeting  on  December  10,  2008,  will 
be  held  at  the  U.S.  Department  of 
Transportation,  Media  Center,  1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20590. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Jeffrey  Miller,  Chief,  Strategic  Planning 
and  Program  Evaluation  Division,  Office 
of  Policy  Plans  and  Regulation,  Federal 
Motor  Carrier  Safety  Administration, 
U.S.  Depiartment  of  Tr.ansportation,  1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20500," (202)  366-1258, 
mcsac@oot.gov. 

SUPPLEMENTARY  INFORM, ATION:  . 

I.  Background 

Section  4144  of  the  Safe,  Accountable, 
Flexible,  Efficient  Transportation  Equity 
Act:  A  Legacy  for  Usei%  (SAFETEA-LU, 
Pub.  L.  109-59)  required  the  Secretary 
of  the  U.S.  Department  of 
Transportation  to  establish  in  FMCSA,  a 
Motor  Carrier  Safety  Advisory 
Committee.  The  advisory  committee 
provides  advice  and  recommendations 
to  the  FMCSA  Administrator  on  motor 
carrier  safety  programs  and  motor 
carrier  safety  regulations.  The  advisory 
committee  operates  in  accordance  with 
the  Federal  Advisory  Committee  Act  (5 
U.S.C.  App  2). 

II.  Meeting  Participation 

December  1,  2008,  Conference  Call: 
The  meeting  is  open  to  the  public  and 
FMCSA  invites  participation  by  all 
interested  parties,  including  motor 
carriers,  drivers,  and  representatives  of 
motor  carrier  associations.  For 
information  on  the  agenda,  bridge  line 
and  Web  link  for  the  conference  call, 
please  send  an  e-mail  to  mcsac@dot.gov. 
For  information  on  facilities  or  services 
for  individuals  with  disabilities  or  to 
request  special  assistance,  please  e-mail 
your  request  to  mcsac@dot.gov  by 
November  28,  2008.  During  the 
December  1,  2008,  conference  call,  oral 
comments  will  not  be  taken  from  the 
public  due  to  time  limitations.  Members 
of  the  public  are  encouraged  to  submit 
written  comments  by  November  28, 
2008,  identified  by  Federal  Docket 


Management  System  (FDMC)  Docket 
Number  FMCSA-2006-26367. 

December  1 0,  2008,  Meeting:  Please 
note  that  participants  will  need  to  be 
pre-cleared  in  advance  of  the  meeting  in 
order  to  enter  the  U.S.  Department  of 
Transportation  headquarters  building. 

By  December  5,  2008,  e-mail 
incsac@dot.gov  if  you  plan  to  attend  the 
meeting  to  facilitate  the  pre-clearance 
process.  For  information  on  facilities  or 
services  for  individuals  with  disabilities 
or  to  request  special  assistance,  please  e- 
mail  your  request  to  mcsac@dot.gov  by 
December  5,  2008.  For  information  on 
the  agenda,  please  send  an  e-mail  to 
mcsac@dot.gov.  As  a  general  matter,  the 
committee  will  make  time  available  for 
public  comments  at  the  meeting  at  3 
p.m.  Eastern  Standard  Time.  The  time 
available  will  be  reasonably  divided 
among  those  who  have  signed  up  to 
address  the  committee;  however,  no  one 
will  have  more  than  15  minutes. 
Individuals  wishing  to  address  the 
committee  shoidd  se;id  an  e-mail  to 
mcsac@dot  gov  by  close  of  business  on 
December  5,  2008.  Individuals  wanting 
to  present  written  material.s  to  the 
committee  should  submit  written 
comments  identified  by  Federal  Docket 
Management  System  (FDMC)  Docket 
Number  FMCSA-2006-26367  using  any 
of  the  following  methods: 

•  Federal  eRulemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
online  instructions  for  submitting 
comments. 

•  Fax:  202-493-2251. 

•  Mail:  Docket  Management  Facility: 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  West  Building, 
Room  W12-140,  Washington,  DC  20590. 

•  Hand  Delivery:  U.S.  Department  of 
Transportation.  1200  New  Jersey 
Avenue,  SE.,  Room  W12-140, 
Washington,  DC,  between  9  a.m.  and  5 
p.m.,  Monday  through  Friday,  except  . 
Federal  holidays. 

Issued  on:  November  18,  2008. 

Larry  W.  Minor, 

Associate  Administrator  for  Policy  and 
Program  Development. 

[FR  Doc.  E8-27859  Filed  11-20-08;  8:45  ami 
BILLING  CODE  4910-EX-P 

DEPARTMENT  OF  TRANSPORTATION 

Federal  Railroad  Administration 

[Docket  No.  FRA-2000-7257;  Notice  No.  49] 

Railroad  Safety  Advisory  Committee; 
Notice  of  Meeting 

agency:  Federal  Railroad 
Administration  (FRA),  Department  of 
Transportation  (DOT). 
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action:  Announcement  of  Railroad 
Safety  Advisory  Committee  (RSAC) 
Meeting. 

SUMMARY:  FRA  announces  the  thirty- 
seventh  meeting  of  the  RSAC,  a  Federal 
advisory  committee  that  develops 
railroad  safety  regulations  through  a 
consensus  process.  The  RSAC  meeting 
topics  will  include  opening  remarks 
from  the  FRA  Administrator,  and  status 
reports  will  be  provided  by  the 
Passenger  Safety,  Locomotive  Safety 
Standards,  Railroad  Bridge  Safety, 
Medical  Standards,  Railroad  Operating 
Rules,  and  Track  Safety  Standards 
Working  Groups.  FRA  may  offer  several 
tasks  pertaining  to  the  mandates 
contained  in  the  Rail  Safety 
Improvement  Act  of  2008.  Subjects  to  be 
addressed  by  these  tasks  include  hours 
of  service  recordkeeping  and  reporting, 
implementing  regulations  for  Positive 
Train  Control  systems,  hours  of  service 
limitations  and  fatigue  management  for 
employees  of  intercity  and  commuter 
passenger  railroads,  certification  of 
conductors,  and  potentially  other  topics. 
This  agenda  is  subject  to  change. 

DATES:  The  meeting  of  the  RSAC  is 
scheduled  to  commence  at  9:30  a.m.  and 
will  adjourn  by  4:30  p.m.  on 
Wednesday,  December  10,  2008. 
ADDRESSES:  The  RSAC  meeting  will  be 
held  at  the  Marriott  Hotel  at  Metro 
Center,  775  12th  Street,  NW., 
Washington,  DC  20005.  The  meeting  is 
open  to  the  public  on  a  first-come,  first- 
served  basis,  and  is  accessible  to 
individuals  with  disabilities.  Sign  and 
oral  interpretation  can  be  made 
available  if  requested  10  calendar  days 
before  the  meeting. 

FOR  FURTHER  INFORMATION  CONTACT: 

Larry  Woolverton,  RSAC  Administrative 
Officer/Coordinator,  FRA,  1200  New 
Jersey  Avenue,  SE.,  Mailstop  25, 
Washington,  DC  20590,  (202)  493-6212; 
or  Grady  Cothen,  Deputy  Associate 


Administrator  for  Safety,  FRA,  1200 
New  Jersey  Avenue,  SE.,  Mailstop  25, 
Washington,  DC  20590,  (202)  493-6302. 
SUPPLEMENTARY  INFORMATION:  Pursuant 
to  Section  10(a)(2)  of  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 
463),  FRA  is  giving  notice  of  a  meeting 
of  the  RSAC.  The  RSAC  was  established 
to  provide  advice  and  recommendations 
to  FRA  on  railroad  safety  matters.  The 
RSAC  is  composed  of  54  voting 
representatives  from  31  member 
organizations,  representing  various  rail 
industry  perspectives.  In  addition,  there 
are  non-voting  advisory  representatives 
from  the  agencies  with  railroad  safety 
regulatory  responsibility  in  Canada  and 
Mexico,  the  National  Transportation 
Safety  Board,  and  the  Federal  Transit 
Administration.  The  diversity  of  the 
Committee  ensures  the  requisite  range 
of  views  and  expertise  necessary  to 
discharge  its  responsibilities.  See  the 
RSAC  Web  site  for  details  on  pending 
tasks  at:  http://rsac.fra.dot.gov/ .  Please 
refer  to  the  notice  published  in  the 
Federal  Register  on  March  11,  1996  (61 
FR  9740),  for  additional  information 
about  the  RSAC. 

Issued  in  Washington,  DC  on  November  14, 
2008. 

Grady  C.  Cothen,  Jr., 

Deputy  Associate  Administrator  for  Safety 
Standards  and  Pro^am  Development. 

[FK  Doc.  E8-27672  Fifed  11-20-08;  8:45  am] 
BILLING  CODE  4910-06-P 


DEPARTMENT  OF  TRANSPORTATION 

Pipeline  and  Hazardous  Materials 
Safety  Administration 

Office  of  Hazardous  Materials  Safety; 
Notice  of  Application  for  Special 
Permits 

AGENCY:  Pipeline  and  Hazardous 
Materials  Safety  Administration 
(PHMSA),  DOT. 


ACTION:  List  of  Applications  for  Special 
Permits. 

SUMMARY:  In  accordance  with  the 
procedures  governing  the  application 
for,  and  the  processing  of,  special 
permits  from  the  Department  of 
Transportation’s  Hazardous  Material 
Regulations  (49  CFR  Part  107,  Subpart 
B),  notice  is  hereby  given  that  the  Office 
of  Hazardous  Materials  Safety  has 
received  the  application  described 
herein.  Each  mode  of  transportation  for 
which  a  particular  special  permit  is 
requested  is  indicated  by  a  number  in 
the  “Nature  of  Application”  portion  of 
the  table  below  as  follows:  1 — Motor 
vehicle,  2 — Rail  freight,  3 — Cargo  vessel, 
4 — Cargo  aircraft  only,  5 — Passenger¬ 
carrying  aircraft. 

DATES:  Comments  must  be  received  on 
or  before  December  22,  2008. 

Address  Comments  to:  Record  Center, 
Pipeline  and  Hazardous  Materials  Safety 
Administration,  U.S.  Department  of 
Transportation,  Washington,  DC  20590, 
Comments  should  refer  to  the 
application  number  and  be  submitted  in 
triplicate.  If  confirmation  of  receipt  of 
comments  is  desired,  include  a  self- 
addressed  stamped  postcard  showing 
the  special  permit  number. 

FOR  FURTHER  INFORMATION  CONTACT: 

Copies  of  the  applications  are  available 
for  inspection  in  the  Records  Center, 

East  Building,  PHH-30,  1200  New 
Jersey  Avenue,  Southeast,  Washington 
DC  or  at  http://dms.dot.gov. 

This  notice  of  receipt  of  applications 
for  special  permit  is  published  in 
accordance  with  Part  107  of  the  Federal 
hazardous  materials  transportation  law 
(49  U.S.C.  5117(b);  49  CFR  1.53(b)). 

Issued  in  Washington.  DC!  on  November  10 
2008. 

Delmer  F.  Billings, 

Director,  Office  of  Hazardous  Materials. 
Special  Permits  and  Approvals. 


New  Special  Permits 


Application  No. 

Docket  No. 

Applicant 

Regulation(s)  affected 

Nature  of  special  permits  thereof 

14782-N  . 

Southern  States, 

49  CFR  173.304a .  i 

To  authorize  the  transportation  in 

LLC,  Atlanta,  GA. 

i 

1 

commerce  of  large  pieces  of  elec¬ 
trical  equipment  containing  a  cham- 

ber  which  holds  sulfur  hexafluoride 

1 

in  alternative  packaging,  (modes  1, 

1  2, 3). 

14784-N  . 

Weldship  Corpora- 

49  CFR  180.209(a)  and  (b) .  ^ 

To  authorize  the  requalification  of  cer- 

tion,  Bethlehem, 

tain  DOT-Specification  Cylinders 

PA. 

containing  Division  2.1  and  2.2 
gases  every  ten  years,  (modes  1 ,  2, 
3). 
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New  Special  Permits— Continued 


Application  No. 

Docket  No.  j 

Applicant  i 

Regulation(s)  affected 

Nature  of  special  permits  thereof 

14786-N  . 

1 

j 

I 

Fruit  of  the  Earth, 
Inc.,  Fort  Worth,  j 
TX. 

i 

49  CFR  173.306(a)(3)(v)  . . 

To  authorize  the  transportation  in 
commerce  of  certain  non-refillable 
aluminum  cylindrical  containers  that 
are  leak  tested  by  an  automated  in¬ 
line  pressure  check  in  lieu  of  the  re¬ 
quired  hot  water  bath,  (modes  1,  2, 
i  3,  4,  5). 

14787-N  . 

1 

i 

Flexcon  Industries, 
Randolph,  MA. 

49  CFR  173.306(g)  . 

To  authorize  the  transportation  in 
commerce  of  certain  fiber  reinforced 
plastic  composite  cylinders  con¬ 
taining  compressed  air  under  the 
exception  in  49  CFR  173.306(g). 

1  (modes  1 ,  2,  3). 

14789-N  . 

i _ 

Blasting  Solutions, 
Inc.,  Syracuse, 

UT. 

49  CFR  177.835(g)  . 

i 

To  authorize  the  transportation  in 

1  commerce  of  certain  detonator  as¬ 
semblies  on  the  same  motor  vehicle 
with  any  other  Class  1  explosives 
when  they  are  in  separate  and  iso¬ 
lated  cargo-carrying  compartments 
powered  by  the  same  tractor, 
(mode  1). 

[FR  Doc.  E8-27595  Filed  11-20-08;  8:45  am] 
BILLING  CODE  491l>-60-M 


DEPARTMENT  OF  THE  TREASURY 

Office  of  Foreign  Assets  Control 

Additional  Designations,  Foreign 
Narcotics  Kingpin  Designation  Act 

agency:  office  of  Foreign  Assets 
Control,  Treasury. 
action:  Notice. 

SUMMARY:  The  Treasury  Department’s 
Office  of  Foreign  Assets  Control 
(“OF AC”)  is  publishing  the  names  of 
seventeen  additional  entities  and 
twenty-six  additional  individuals  w'hose 
property  and  interests  in  property  have 
been  blocked  pursuant  to  the  Foreign 
Narcotics  Kingpin  Designation  Act 
(“Kingpin  Act”)  (21  U.S.C.  1901-1908, 

8  U.S.C.  1182). 

DATES:  The  designation  by  the  Secretary 
of  the  Treasury  of  the  seventeen  entities 
and  twenty-six  individuals  identified  in 
this  notice  pursuant  to  section  805(b)  of 
the  Kingpin  Act  is  effect4ve  on 
November  13,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Assistant  Director,  Compliance 
Outreach  &  Implementation,  Office  of 
Foreign  Assets  Control,  Department  of 
the  Treasury,  Washington,  DC  20220, 
tel.:  202/622-2490. 

SUPPLEMENTARY  INFORMATION: 

Electronic  and  Facsimile  Availability 

This  document  and  additional 
information  concerning  OFAC  are. 
available  on  OFAC’s  Web  site  [http:// 
mvw.treas.gov/ofac)  or  via  facsimile 


through  a  24-hour  fax-on-demand 
service,  tel.:  (202)  622-0077. 

Background 

The  Kingpin  Act  became  law  on 
December  3,  1999.  The  Act  provides  a 
statutory  framework  for  the  President  to 
impose  sanctions  against  significant 
foreign  narcotics  traffickers  and  their 
organizations  on  a  worldwide  basis, 
with  the  objective  of  denying  their 
businesses  and  agents  access  to  the  U.S. 
financial  system  and  to  the  benefits  of 
trade  and  transactions  involving  U.S. 
companies  and  individuals. 

The  Kingpin  Act  blocks  all  property 
and  interests  in  property  subject  to  U.S. 
jurisdiction  which  are  owned  or 
controlled  by  significant  foreign 
narcotics  traffickers  as  identified  by  the 
President.  In  addition,  the  Secretary  of 
the  Treasury  consults  with  the  Attorney 
General,  the  Director  of  the  Central 
Intelligence  Agency,  the  Director  of  the 
Federal  Bureau  of  Investigation,  the 
Administrator  of  the  Drug  Enforcement 
Administration,  the  Secretary  of 
Defense,  the  Secretary  of  State,  and  the 
Secretary  of  Homeland  Security  when 
designating  and  blocking  the  property  or 
interests  in  property,  subject  to  U.S. 
jurisdiction,  of  persons  who  are  found 
to  be:  (1)  Materially  assisting  in,  or 
providing  financial  or  technological 
support  for  or  to,  or  providing  goods  or 
services  in  support  of,  the  international 
narcotics  trafficking  activities  of  a 
person  designated  pursuant  to  the 
Kingpin  Act:  (2)  owned,  controlled,  or 
directed  by,  or  acting  for  or  on  behalf  of, 
a  pe^rson  designated  pursuant  to  the 
Kingpin  Act;  or  (3)  playing  a  significant 


role  in  international  narcotics 
trafficking. 

On  November  13,  2008,  OFAC 
designated  an  additional  seventeen 
entities  and  twenty-six  individuals 
whose  property  and  interests  in 
property  are  blocked  pursuant  to  section 
805(b)  of  the  Foreign  Narcotics  Kingpin 
Designation  Act. 

The  list  of  additional  designees 
follows: 

1.  DEHONG  THAILONG  HOTEL  CO., 
LTD.  (a.k.a.  TAI  LONG  HOTEL;  a.k.a. 
DEHONG  TAILONG  INDUSTRY 
COMPANY  LIMITED;  a.k.a.  THAILONG 
HOTEL:  a.k.a.  THAI  LONG  HOTEL; 
a.k.a.  TAI  LUNG  HOTEL):  Mang  Shih 
Economic  Development  Zone,  De  Hong 
District,  Yunnan  Province,  China:  No. 
58,  Mangshi  Avenue,  Luxi  City, 

Yunnan,  China:  (ENTITY)  [SDNTK]. 

2.  HONG  PANG  ELECTRONIC 
INDUSTRY  CO.,  LTD.  (a.k.a.  GOLD 
MOUNT  INDUSTRIAL  COMPANY 
LIMITED:  a.k.a.  HONG  PANG 
ELECTRONIC  INDUSTRIES  LIMITED): 
216,  Corner  of  49th  St.  and  Maha 
Bandoola  Rd.,  Pazundaung,  Yangon, 
Burma;  Hong  Pang  Wire  Showroom, 
Room  D,  80-81  35th  Street,  Mandalay, 
Burma:  (ENTITY)  (SDNTKj. 

3.  HONG  PANG  GEMS  &  lEWELLERY 
COMPANY  LIMITED.  11,  Ngui  Shwe 
Wall  Road,  Between  64th  and  65th 
Street,  Chan  Maya  Thar  Si  Township. 
Mandalay,  Burma:  (ENTITY)  [SDNTKj. 

4.  HONG  PANG  GEMS  &  JEWELLERY 
(HK)  CO.  LIMITED  (a.k.a.  HONG  KONG 
HONG  PANG  GEMS  &  JEWELLERY  CO.. 
LTD.):  Room  3605  36/F  Wu  Chung 
House,  213  Queen’s  Road  East,  Wan 
Chai,  Hong  Kong;  11,  Huang  Ching 
(Gold)  Road,  Between  64/65  Street,  Myo 
Thit,  Mandalay,  Burma:  12th  Floor  C. 
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Jade  Exchange  Center,  513-531,  Canton 
Road,  Kowloon,  Hong  Kong;  6A,  6D 
North  Section,  7th  Building,  Chilung 
Park,  68  Sin  Chung  St.,  East  City  Drive, 
Beijing,  China;  No.  19,  Hung  Hua 
Bridge,  Kunming,  Yunnan,  China;  28th 
and  29th  Floor,  Overseas  Friendship 
Building,  2,  Yun  Chun  Road,  Lo  Hu, 
Sham  Cheng,  Kuang  Tung,  China; 
Certificate  of  Incorporation  Number 
766810  (Hong  Kong);  (ENTITY) 
[SDNTK], 

5.  HONG  PANG  GENERAL  TRADING 
COMPANY,  LIMITED  (f.k.a.  HONG 
PANG  IMPORT  EXPORT  GENERAL 
TRADING  COMPANY  LIMITED);  18, 
Kyaing  Ngan  St.,  Qtr.  2,  Kyaington, 
Burma;  102,  Lanmadaw  St.,  Sarsy  Qtr., 
Magway,  Burma;  9,  West  of  Market, 

Haw  Gone  Qtr.,  Taunggyi,  Burma;  157, 
Pyihtaungsu  Rd.,  Yuzana  Qtr., 
Myitkyina,  Burma;  216/222,  Room  C/D, 
(G/F),  Bo  Myat  Tun  Housing, 
Mahahandoola  Road,  Pazundaung 
Township,  Yangon,  Burma;  (ENTITY) 
[SDNTK]. 

6.  HONG  PANG  LIVESTOCK 
DEVELOPMENT  COMPANY  LIMITED, 
Burma;  (ENTITY)  [SDNTK], 

7.  HONG  PANG  MINING  COMPANY 
LIMITED,  No.  216/222,  Room  No.  C/D 
Ground  Floor,  Bo  Myat  Tun  Housing, 
Mahahandoola  Road,  Pazundaung 
Township,  Yangon,  Burma;  (ENTITY) 
[SDNTK]. 

8.  HONG  PANG  TEXTILE  COMPANY 
LIMITED.  No.  216/222,  Room  C/D, 
Ground  Floor,  Bo  Myat  Tun  Housing, 
Mahahandoola  Roady  Pazundaung 
Township,  Yangon,  Burma;  (ENTITY) 
[SDNTK]. 

9.  KHUM  THAW  COMPANY 
LIMITED,  261  Wichayanont  Road, 
Chang  Moi,  Muang,  Chiang  Mai  50300, 
Thailand;  Registration  ID 
0505535000804  (Thailand)  issued:  28 
Feb  1992;  (ENTITY)  [SDNTK]. 

10.  SANGSIRI  KANKASET 
COMPANY  LIMITED,  168  Moo  9,  Khi 
Lek,  Mae  Taeng,  Chiang  Mai  50150, 
Thailand;  Registration  ID 
0505538000783  (Thailand)  issued:  08 
Feb  1955;  (ENTITY)  [SDNTK]. 

11.  SHUEN  WAI  HOLDING  LIMITED, 
Room  3605  36/F  Wu  Chang  House,  213 
Queen’s  Road  E,  Wan  Chai,  Hong  Kong, 
Hong  Kong;  Business  Registration 
Document  #  15895496  (Hong  Kong); 
Certificate  of  Incorporation  Number 
330330  (Hong  Kong);  (ENTITY) 
[SDNTK]. 

12.  TET  KHAM  GEMS  CO..  LTD.,  No. 
7  Inya  Road  &  Oo  Yin  Street,  Kamayut 
Township,  Yangon,  Burma;  (ENTITY) 
[SDNTK]. 

13.  TET  KHAM  (S)  PTE.  LTD.,  6 
Loyang  Way  1  508704,  Singapore; 
Registration  ID  200004646G  (Singapore) 


issued:  29  May  2000;  (ENTITY) 

[SDNTK]. 

14.  TET  KHAM  CONSTRUCTION 
COMPANY  LIMITED,  Pyinmana  Taung 
Twin  Road,  Let  Pan  Khar  Village, 
Pyinmanar,  Mandalay,  Burma;  No.  7, 
Corner  of  Inya  Road  &  Oo  Yin  Street, 
Kamayut  Township,  Yangon,  Burma; 
(ENTITY)  [SDNTK]. 

15.  TING  SHING  TAI  JEWELLERY 
(HK)  CO.  LIMITED  (a.k.a.  PO  YING 
JEWELLERY  (HK)  CO.  LIMITED);  Room 
3605  36/F  Wu  Chung  House,  213 
Queens  Road  East,  Wan  Chai,  Hong 
Kong;  Certificate  of  Incorporation 
Number  784702  (Hong  Kong);  Business 
Registration  Document  #  32369313 
(Hong  Kong);  (ENTITY)  [SDNTK]. 

16.  VEST  SPECTRUM  (S)  PTE.  LTD., 

9  Haig  Avenue  438864,  Singapore;  704 
Bedok  Reservoir  Road  470704, 
Singapore;  Registration  ID  199306257C 
(Singapore)  issued:  23  Sep  1993; 
(ENTITY)  [SDNTK]. 

17.  YANGON  AIRWAYS  COMPANY 
LIMITED  (a.k.a.  YANGON  AIRWAYS); 
MMB  Tower,  Level  5,  166  Upper 
Pansodan  Rd.,  Mingalar  Taung  Nyunt 
Township,  Rangoon,  Burma;  (ENTITY) 
[SDNTK]. 

Individuals 

1.  WEI,  Hsueh  Lung  (a.k.a. 
SOONTHRON,  Cheewinprapasri;  a.k.a. 
SUNTHORN,  Chiwinpraphasi;  a.k.a. 
APHICHART,  Cheewinprapasi;  a.k.a. 
HKIM,  Aik  Hsam;  f.k.a.  HAI  HSING,  Sae 
Wei;  a.k.a.  “Keun  Dong”;  a.k.a.  ‘‘Ti 
Jung”;  a.k.a.  “Keun  Seu  Chang”;  a.k.a. 
“Chairman  Keun”;  a.k.a.  “Wei  Hsueh 
Lung”);  c/o  DEHONG  THAILONG 
HOTEL  CO.,  LTD.,  Yunnan  Province, 
China;  Pang  Poi,  Shan,  Burma;  Na  Lot, 
Shan,  Burma;  409/4,  Soi  Wachiratham 
Sathit  34,  Khwaeng  Bang  Chak,  Khet 
Phra  Khanong,  Bangkok,  Thailand;  DOB 
1936;  POB  Chiang  Rai,  Thailand; 
National  Foreign  ID  Number 
5570700010951  (Thailand);  Passport 
B265235  (Thailand);  (INDIVIDUAL) 
[SDNTK]. 

2.  PRAPATWORA,  Atchara  (a.k.a. 
ATCHARA,  Samsaeng;  a.k.a. 

ATCHARA,  Chiwinpraphasri;  a.k.a. 
SAENGKHAM,  Samsaeng;  a.k.a. 
ATCHARA,  Praptwora);  c/o  DEHONG 
THAILONG  HOTEL  CO.,  LTD.,  Yunnan 
Province,  China;  88/2  Soi  Klong  Nam 
Kaew,  Tambon  Sam  Sen  Nok,  Huay 
Khwang,  Bangkok,  Thailand;  DOB  09 
Sep  1948;  National  ID  No. 
3509900001907  (Thailand)  exp:  Sep 
2006;  Passport  V487440  (Thailand)  exp: 
May  2007;  (INDIVIDUAL)  [SDNTK]. 

3.  AKIRAPHOKIN,  Thit  (a.k.a. 
SUTHIT,  Samsaeng;  a.k.a.  WEI,  Ta  Han; 
a.k.a.  “Ah  Han”;  a.k.a.  THIT, 
Akiraphokin);  c/o  DEHONG  THAILONG 
HOTEL  CO.,  LTD.,  Yunnan  Province, 


China;  88/2  Soi  Klong  Nam  Kaew, 
Tambon  Sam  Sen  Nok,  Huay  Khwang, 
Bangkok,  Thailand;  Burma;  DOB  3  Mar 
1972;  National  ID  No.  310095657121 
(Thailand);  Passport  K491821 
(Thailand):  (INDIVIDUAL)  [SDNTK]. 

4.  SAMSAENG,  Suthep  (a.k.a.  WEI, 

Ta  Chou;  a.k.a.  “Ah  Chou”;  a.k.a.  “Ah 
Joe”;  a.k.a.  SUTHEP,  Samsaeng);  c/o 
DEHONG  THAILONG  HOTEL  CO., 

LTD.,  Yunnan  Province,  China;  409/4 
Soi  Wachirathamsathih  34,  Tambon 
Sam  Sen  Nok,  Huay  Khwang,  Bangkok, 
Thailand;  DOB  12  May  1971;  National 
ID  No.  3100905657113  (Thailand)  exp: 
May  2006;  Passport  E382464  (Thailand) 
exp:  Jan  2007;  (INDIVIDUAL)  [SDNTK]. 

5.  HO,  Chun  Ting  (a.k.a.  HO,  Hsiao; 
a.k.a.  HOE,  Aik;  a.k.a.  HAW,  Aik;  a.k.a. 
HEIN,  Aung;  a.k.a.  TIEN,  Ho  Chun; 
a.k.a.  TE,  Ho  Chun;  a.k.a.  HO,  Aik;  a.k.a. 
WIN,  Aung;  a.k.a.  HO,  Chung  Ting; 
a.k.a.  “Ho  Chun  Ting”;  a.k.a.  “Hsio  Ho”; 
a.k.a.  “Aik  Haw”);  c/o  HONG  PANG 
ELECTRONIC  INDUSTRY  CO.,  LTD., 
Yangon,  Burma;  c/o  HONG  PANG 
GEMS  &  JEWELLERY  COMPANY 
LIMITED,  Mandalay,  Burma;  c/o  HONG 
PANG  GENERAL  TRADING 
COMPANY,  LIMITED,  Kyaington, 
Burma:  c/o  HONG  PANG  LIVESTOCK 
DEVELOPMENT  COMPANY  LIMITED, 
Burma;  c/o  HONG  PANG  MINING 
COMPANY  LIMITED,  Yangon,  Burma; 
c/o  HONG  PANG  TEXTILE  COMPANY 
LIMITED,  Yangon,  Burma;  c/o  TET 
KHAM  (S)  PTE.  LTD.,  Singapore;  c/o 
TET  KHAM  CONSTRUCTION 
COMPANY  LIMITED,  Mandalay, 

Burma;  c/o  TET  KHAM  GEMS  CO., 
LTD.,  Yangon,  Burma;  No.  7  Oo  Yim 
Road  Kamayut  TSP,  Rangoon,  Burma;  7, 
Corner  of  Inya  Road  and  Oo  Yin  street, 
Kamayut  Township,  Rangoon,  Burma; 
The  Anchorage,  Alexandra  Road,  Apt. 
370G,  Cowry  Building  (Lobby  2, 
Singapore;  89  15th  Street,  Lanmadaw 
Township,  Rangoon,  Burma;  11  Ngu 
Shwe  Wah  Road,  Between  64th  and 
65th  Streets,  Chan  Mya  Thar  Zan 
Tow'nship,  Mandalay,  Burma;  DOB  18 
Jul  1965;  National  ID  No.  029430 
(Burma);  Passport  A043850  (Burma); 
National  ID  No.  176089  (Burma); 
National  ID  No.  272851  (Singapore); 
National  ID  No.  000016  (Burma); 
(INDIVIDUAL)  [SDNTK]. 

6.  CHOU,  Hsien  Cheng  (a.k.a.  CHEW, 
Kheng  Siang);  c/o  TET  KHAM  (S)  PTE. 
LTD.,  Singapore:  c/o  VEST  SPECTRUM 
(S)  PTE.  LTD.,  Singapore,  Singapore;  9 
Haig  Avenue,  Singapore  438864, 
Singapore:  National  ID  No.  S1199192J 
(Singapore);  (INDIVIDUAL)  [SDNTK]. 

7.  HLA,  Aung  (a.k.a.  “Ah  Bang”;  a.k.a. 
“Ah  Pang”;  a.k.a.  “Hla  Aung”);  c/o 
YANGON  AIRWAYS  COMPANY 
LIMITED,  Rangoon,  Burma;  c/o  TET 
KHAM  CONSTRUCTION  COMPANY 
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LIMITED,  Mandalay,  Burma:  c/o  TET 
KHAM  GEMS  CO.,  LTD.,  Yangon, 
Burma;  No.  7,  Corner  of  Inya  Road  &  Oo 
Yin  Street,  Ward.  10,  Kamayut,  Yangon, 
Burma;  Passport  706634  (Burma); 
Passport  497797  (Burma); 

(INDIVIDUAL)  [SDNTK]. 

8.  KHINE,  Oo  Oo  (a.k.a.  “Oo  Oo 
Khine”;  a.k.a.  “U  Oo  Oo  Khine”);  c/o 
YANGON  AIRWAYS  COMPANY 
LIMITED,  Rangoon,  Burma;  c/o  TET 
KHAM  CONSTRUCTION  COMPANY 
LIMITED,  Mandalay,  Burma;  c/o  TET 
KHAM  GEMS  CO.,  LTD.,  Yangon, 
Burma;  15  Bongyi  Street,  Lanmadaw 
Township,  Rangoon,  Burma;  Passport 
A056782  (Burma);  National  ID  No. 
009016  (Burma):  (INDIVIDUAL) 
[SDNTK]. 

9.  MYINT.  Li  (a.k.a.  “U  Li  Myint”; 
a.k.a.  HSING,  Su;  a.k.a;  “Su  Hsing”);  d 
o  HONG  PANG  ELECTRONIC 
INDUSTRY  CO.,  LTD.,  Yangon,  Burma; 
c/o  HONG  PANG  GEMS  &  JEWELLERY 
COMPANY  LIMITED.  Burma;  c/o 
HONG  PANG  MINING  COMPANY 
LIMITED,  Yangon,  Burma;  c/o  HONG 
PANG  TEXTILE  COMPANY  LIMITED, 
Yangon,  Burma;  c/o  HONG  PANG 
GENERAL  TRADING  COMPANY, 
LIMITED,  Kyaington,  Burma;  c/o  HONG 
PANG  LIVESTOCK  DEVELOPMENT 
COMPANY  LIMITED,  Burma;  525 
Merchant  Street,  Rangoon,  Burma; 
Tangyan,  Burma;  National  ID  No.  13/Ta 
Ta  Na  (Naing)019077  (Burma): 
(INDIVIDUAL)  [SDNTK]. 

10.  SHIH,  Kuo  Neng  (a.k.a.  “Ah  San”; 
a.k.a.  KUAI  NUENG,  Sae  Chang;  a.k.a. 
“Shi  Kwan  Neink”;  a.k.a.  “Shih  Kuo 
Neng”):  Tachilek,  Shan,  Burma;  DOB 
1964;  (INDIVIDUAL)  [SDNTK]. 

11.  BOONCHUA,  Chanchira  (a.k.a. 
“Jeh  Fong”;  a.k.a.  LIANG,  Ching-fang; 
a.k.a.  “Chefong”:  a.k.a.  “Che  Fong”; 
a.k.a.  CHANCHIRA,  Boochuea;  a.k.a. 
BOONCHUA,  Chanjira);  c/o  KHUM 
THAW  COMPANY  LIMITED,  Chiang 
Mai,  Thailand:  c/o  SANGSIRl 
KANKASET  COMPANY  LIMITED, 
Chiang  Mai,  Thailand;  261,  Wichayanon 
Road,  Tamhon  Chang  Moi,  Amphur 
Muang,  Chiang  Mai,  Thailand;  DOB  15 
May  1951;  National  Foreign  ID  Number 
350991386390  (Thailand)  issued:  28  Oct 


1952  exp:  14  May  2009;  (INDIVIDUAL) 
[SDNTK]. 

12.  PO,  Kong  (a.k.a.  PU,  Chiang;  a.k.a. 
“P’u  Li”:  a.k.a.  “Po  Kong”);  c/o  HONG 
PANG  GEMS  &  JEWELLERY  (HK)  CO. 
LIMITED,  Mandalay,  Yunnan,  Hong 
Kong;  c/o  TING  SHING  TAI 
JEWELLERY  (HK)  CO.  LIMITED,  Hong 
Kong,  Hong  Kong;  c/o  SHUEN  WAI 
HOLDING  LIMITED,  Hong  Kong,  Hong 
Kong:  Flat  B,  16/F,  Dragon  View,  No.  5 
Dragon  Terrace,  Hong  Kong;  Flat  6,  2/F, 
Block  49,  Heng  Fa  Chuen,  Chai  Wan, 
Hong  Kong:  DOB  01  Sep  1944;  National 
ID  No.  K357514(4)  (Hong  Kong); 

Passport  H90011666  (Hong  Kong); 
(INDIVIDUAL)  [SDNTK]. 

13.  CHA,  Ta  Fa  (a.k.a.  “Cha  Ta  Fa”; 
a.k.a.  LU,  Chin  Shun;  a.k.a.  “Lu  Ta  Fa”; 
a.k.a.  CHATURONG,  Thaiyai;  a.k.a.  “Ta 
Fa”;  a.k.a.  CHATURONG,  Taiyai); 
Burma:  29,  Wawi  Sub-district,  Mae  Suai 
District,  Chiang  Rai,  Thailand;  DOB  05 
Mar  1958;  National  ID  No. 
3501000250521  (Thailand); 
(INDIVIDUAL)  [SDNTK]. 

14.  CHANG,  Chin  Sung  (a.k.a.  “Ah 
Sung”:  a.k.a.  KLUAI  YUAI,  Choi  Luang); 
Shan  State,  Burma;  57/2  ,  Mu  4,  Tamhon 
Pa  Pae,  Amphur  Mae  Taeng,  Chiang 
Mai,  Thailand:  DOB  20  Dec  1959; 
National  ID  No.  3550700628151 
(Thailand):  (INDIVIDUAL)  [SDNTK]. 

15.  KYA,  La  Bo  (a.k.a.  “Cha  La  Bo”;  - 
a.k.a.  “Ja  La  Bo”;  a.k.a.  “Kya  La  Bo”); 
Nakawngmu,  Shan,  Burma;  Wan  Hong, 
Shan,  Burma;  DOB  1940;  Alt.  DOB  1942; 
(INDIVIDUAL)  [SDNTK]. 

16.  LAO,  Ssu  (a.k.a.  WANG,  Ssu; 
a.k.a.  WANG,  Wen  Chou;  a.k.a. 
WITTHAYA,  Ngamthiralert;  a.k.a. 
HATSADIN,  Phonsakunphaisan;  a.k.a. 
RUNGRIT,  Thianphichet;  a.k.a.  “Lao 
Ssu”);  Burma;  DOB  01  Jan  1960; 

National  ID  No.  3570700443258 
(Thailand):  Passport  P403726 
(Thailand):  (INDIVIDUAL)  [SDNTK]. 

17.  LI,  Cheng  Yu  (a.k.a.  “Ah  Li  Ko”; 
a.k.a.  BUNTHAWEE,  Sae  Jang;  a.k.a. 
BUNTHAWEE,  Sae  Chang;  a.k.a. 
BOONTHAWEE,  Sae  Jang:  a.k.a.  “Li 
Cheng  Yu”):  Shan,  Burma:  199/132,  Mu 
8,  Tamhon  Non  Jom,  Amphur  San  Sai, 
Chiang  Mai,  Thailand:  725,  Mu  10, 
Tamhon  Nong  Bua,  Amphur 
Chaiprakan,  Chiang  Mai,  Thailand:  DOB 
06  Jun  1961;  National  ID  No. 


70093 


5502100007251  (Thailand);  Passport 
X638456  (Thailand):  (INDIVIDUAL) 
[SDNTK]. 

18.  LI,  Kai  Shou  (a.k.a.  “Li  Kai 
Shou”):  Huay  Aw,  Shan,  Burma;  DOB 
1949;  (INDIVIDUAL)  [SDNTK]. 

-  19.  PAO,  Hua  Chiang  (a.k.a.  “Ta  Kat”; 
a.k.a.  “Pao  Hua  Chiang”);  Panghsang, 
Shan,  Burma;  (INDIVIDUAL)  [SDNTK]. 

20.  PAO,  Yu  Hsiang  (a.k.a.  “Ta  Pang”; 
a.k.a.  “Pao  Yu  Hsiang”);  Kwe  Ma, 

Burma:  DOB  19  Sep  1940; 

(INDIVIDUAL)  [SDNTK]. 

21.  PAO,  Yu  Yi  (a.k.a.  “Ta  Rang”; 
a.k.a.  “Pao  Yu  Yi”);  Panghsang,  Shan, 
Burma;  (INDIVIDUAL)  [SDNTK]. 

22.  PAO,  Yu  Liang  (a.k.a.  “Ta  Kyet”; 
a.k.a.  “Pao  Yu  Liang”);  Mong  Mao, 

Shan,  Burma;  (INDIVIDUAL)  [SDNTK]. 

23.  THET,  Naing  Win  (a.k.a.  “Thet 
Naing  Win”);  c/o  TET  KHAM 
CONSTRUCTION  COMPANY  LIMITED. 
Mandalay,  Burma;  Passport  944168 
(Burma);  (INDIVIDUAL)  [SDNTK]. 

24.  TUAN,  Shao  Kuei  (a.k.a.  “Mi 
Chung”;  a.k.a.  “Ming  Chung”;  a.k.a. 
TUAN,  Ming  Cheng;  a.k.a.  “Ta  Kuei”; 
a.k.a.  KRIANGKRAI,  Tuangwitthayakun; 
a.k.a.  SAO  KUAY,  Sae  Tung;  a.k.a. 
“Tuan  Shao  Kuei”);  Mong  Kyawt,  Shan, 
Burma:  DOB  05  Nov  1950;  National  ID 
No.  5500900040846  (Thailand): 
(INDIVIDUAL)  [SDNTK]. 

25.  WEI,  Hsueh  Yuan  (a.k.a.  WEI, 
Hsueh  Ying;  a.k.a;  WEI,  Hsueh  Yuh; 
a.k.a.  PHITAK,  Samoechainuek;  a.k.a. 
PHAIROJ,  Samoechainuek:  a.k.a. 
PHAIROT,  Mopokoo;  a.k.a.  “Wei  Hsueh 
Yuan”;  a.k.a.  “Wei  Hsueh  Ying”);  Huay 
Aw,  Shan,  Burma;  DOB  1952;  Alt.  DOB 
1956;  National  ID  No.  3570900338725 
(Thailand):  (INDIVIDUAL)  [SDNTK]. 

26.  YUN,.  Cheng  (a.k.a.  “Yin  Chin”; 
a.k.a.  “Yin  Chein”;  a;k.a.  “Yun  Cheng”); 
11,  Ngu  Shwe  Wah  Road,  Between  64th 
and  54th  Street,  Chan  mya  Si  Township, 
Mandalay,  Burma;  National  ID  No. 
HWI)040182  (Burma):  (INDIVIDUAL) 
[SDNTK]. 

Dated:  November  13,  2008. 

Barbara  C.  Hammerie, 

Acting  Director,  Office  of  Foreign  Assets 
Control. 

[FR  Doc.  E8-27680  Filed  11-20-08;  8:45  am] 
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DEPARTMENT  OF  THE  TREASURY 
Office  of  Investment  Security 

31  CFR  Part  800 

RIN  1505-AB88 

Regulations  Pertaining  to  Mergers, 
Acquisitions,  and  Takeovers  by 
Foreign  Persons 

agency:  Department  of  the  Treasury. 
ACTION:  Final  rule. 

SUMMARY:  This  Final  Rule  amends 
regulations  in  part  800  of  31  CFR  that 
implement  section  721  of  the  Defense 
Production  Act  of  1950  (“section  721”), 
as  amended  by  the  Foreign  Investment 
and  National  Security  Act  of  2007, 
codified  at  50  U.S.C.  App.  2170.  While 
the  revised  regulations  retain  many 
features  of  the  prior  regulations,  a 
number  of  changes  have  been  made  to 
implement  section  721,  increase  clarity, 
reflect  developments  in  business 
practices  over  the  past  several  years, 
and  make  additional  improvements 
based  on  experiences  with  the  prior 
regulations. 

DATES:  Effective  date:  This  rule  is 
effective  December  22,  2008. 

Applicability  date:  See  §  800.103. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
questions  about  this  Final  Rule,  contact: 
Nova  Daly,  Deputy  Assistant  Secretary, 
U.S.  Department  of  the  Treasury,  1500 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20220,  telephone:  (202) 
622-2752,  e-mail: 
Nova.Daly@do.treas.gov;  Welby 
Leaman,  Senior  Advisor,  telephone: 

(202)  622-0099,  e-mail: 
Welby.Leainan@do.treas.gov;  Aimen 
Mir,  Senior  Policy  Analyst,  telephone: 
(202)  622-0184,  e-mail: 
Aimen.Mir@do.treas.gov;  or  Mark 
Jaskowiak,  Office  Director,  telephone: 
(202)  622-5052,  e-mail: 
Mark.faskowiak@do.treas.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Foreign  Investment  and  National 
.Securitv  Act  of  2007  (“FINSA”),  Public 
Law  110-49,  121  Stat.  246,  which 
amends  section  721  of  the  Defense 
Production  Act  of  1950  (“DPA”)  (50 
U.S.C.  App.  2170),  requires  the  issuance 
of  regulations  implementing  its 
provisions  following  public  notice  and 
comment. 

FINSA  was  passed  by  Congress  as 
H.R.  556,  which  adopted  the  language  of 
S.  1610.  Senate  Report  110-80, 
accompanying  S.  1610,  provides  a 
useful  history  of  the  various  bills 
leading  to  the  enactment  of  FINSA. 


President  Bush  signed  FINSA  into  law 
on  July  26,  2007,  and  it  became  effective 
on  October  24,  2007. 

Section  721  authorizes  the  President 
to  review  mergers,  acquisitions,  and 
takeovers  by  or  with  any  foreign  person 
which  could  result  in  foreign  control  of 
any  person  engaged  in  interstate 
commerce  in  the  United  States,  to 
determine  the  effects  of  such 
transactions  on  the  national  security  of 
the  United  States.  FINSA  codifies 
aspects  of  the  structure,  role,  process, 
and  responsibilities  of  the  Committee  on 
ForeignTn vestment  in  the  United  States 
(“CFIUS”  or  “the  Committee”)  and  the 
role  of  executive  branch  departments, 
agencies,  and  offices  in  CFIUS’s  review 
of  transactions  for  national  security 
concerns.  A  brief  summary  of  major 
aspects  of  the  statute  follows. 

FINSA  formally  establishes  CFIUS  in 
statute.  (Previously,  the  sole  basis  for 
the  existence  of  CFIUS  had  been 
Executive  Order  11858  of  May  7,  1975, 
40  FR  20263,  3  CFR,  1971-1975 
Compilation,  p.  990.)  FINSA  specifies 
the  following  as  members  of  CFIUS:  The 
Secretary  of  the  Treasury  (who  serves  as 
chairperson),  the  Attorney  General,  and 
the  Secretaries  of  Homeland  Security, 
Commerce,  Defense,  State,  and  Energy. 
FINSA  also  provides  that  CFIUS  may 
include,  generally  or  on  a  case-by-case 
basis  as  the  President  deems 
appropriate,  the  heads  of  any  other 
executive  department,  agency,  or  office. 
The  President  designated  the  U.S.  Trade 
Representative  and  the  Director  of  the 
Office  of  Science  and  Technology  Policy 
as  additional  members  of  CFIUS  in 
Executive  Order  11858,  as  amended 
most  recently  by  Executive  Order  13456, 
73  FR  4677  (Jan.  23,  2008).  In  the  same 
Executive  Order,  the  President  directed 
that  “[t]he  following  officials  (or  their 
designees)  shall  observe  and,  as 
appropriate,  participate  in  and  report  to 
the  President  on  [CFIUS’s]  activities”: 

(i)  The  Director  of  the  Office  of 
Management  and  Budget,  (ii)  the 
Chairman  of  the  Council  of  Economic 
Advisors,  (iii)  the  Assistant  to  the 
President  for  National  Security  Affairs, 
(iv)  the  Assistant  to  the  President  for 
Economic  Policy,  and  (v)  the  Assistant 
to  the  President  for  Homeland  S€;curity 
and  Counterterrorism.  FINSA  also 
establishes  the  Director  of  National 
Intelligence  (“DNI”)  and  the  Secretary 
of  Labor  as  ex  officio  members  of  CFIUS. 
FINSA  specifies  that  the  DNI  is  to 
provide  independent  analyses  of  any 
national  security  threats  posed  by 
transactions  and  is  to  have  no  other 
policy  role.  FINSA  further  provides  that, 
for  each  transaction  before  CFIUS,  the 
Department  of  the  Treasury  shall 
designate,  as  appropriate,  one  or  more 


lead  agencies.  The  lead  agency,  on 
behalf  of  CFIUS,  may  negotiate,  enter 
into  or  impose,  monitor,  and  enforce 
mitigation  agreements  or  conditions 
with  parties  to  a  transaction  to  address 
any  threats  to  national  security  posed  by 
the  transaction.  FINSA  requires 
regulations  to  provide  for  an  appropriate 
role  for  the  Secretary  of  Labor  with 
respect  to  mitigation  agreements. 

FINSA  also  formalizes  the  process  by 
which  CFIUS  conducts  national  security 
reviews  of  any  transaction  that  could 
result  in  foreign  control  of  a  person 
engaged  in  interstate  commerce  in  the 
United  States,  which  FINSA  refers  to  as 
a  “covered  transaction.”  Specifically, 
FINSA  provides  for  CFIUS  review  of 
covered  transactions,  which  must  be 
completed  within  30  days,  to  determine 
the  effect  of  the  transaction  on  national 
security  and  to  address  any  national 
security  concerns.  Subject  to  certain 
exceptions  discussed  below,  FINSA 
requires  an  additional  investigation, 
which  must  be  completed  within  45 
days,  in  the  following  types  of  cases:  (1) 
Where  the  transaction  threatens  to 
impair  U.S.  national  security  and  that 
threat  has  not  been  mitigated  prior  to  or 
during  the  30-day  review;  (2)  where  the 
transaction  is  a  foreign  government- 
controlled  transaction:  (3)  where  the 
transaction  results  in  foreign  control 
over  critical  infrastructure  that,  in  the 
determination  of  CFIUS,  could  impair 
national  security,  if  that  impairment  has 
not  been  mitigated:  or  (4)  where  the  lead 
agency  recommends,  and  CFIUS 
concurs,  that  an  investigation  be 
undertaken.  Executive  Order  11858  also 
provides  that  CFIUS  shall  undertake  an 
investigation  if  a  member  of  CFIUS 
advises  the  chairperson  that  it  believes 
that  the  transaction  threatens  to  impair 
the  national  security  and  that  the  threat 
has  not  been  mitigated. 

To  ensure  accountability  for  CFIUS 
decisions,  FINSA  requires  that  a  senior- 
level  official  of  the  Department  of  the 
Ti^easury  and  of  the  lead  agency  certify 
to  Congress,  for  any  covered  transaction 
on  which  CFIUS  has  concluded  action 
under  .section  721,  that  CFIUS  has 
determined  that  there  are  no  unresolved 
national  security  concerns.  The 
certification  must  be  made  at  a  level  no 
lower  than  an  employee  appointed  by 
the  President  by  and  with  the  advice 
and  consent  of  the  Senate,  for 
transactions  on  which  CFIUS  concludes 
action  under  .section  721  after  a  review, 
and  at  the  Deputy  Secretary  level  or 
above  for  transactions  on  which  CFILIS 
concludes  action  under  section  721  after 
an  investigation.  If  the  President  makes 
a  decision  on  a  transaction  under 
section  721,  then  he  must  announce  his 
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decision  publicly  within  15  days  of  the 
completion  of  the  investigation. 

In  addition,  in  order  for  CFIUS  to 
conclude  action  under  section  721  for  a 
foreign  government-controlled 
transaction  without  proceeding  beyond 
a  review  to  an  investigation,  the 
Department  of  the  Treasury  and  the  lead 
agency  must  determine,  at  the  Deputy 
Secretary  level  or  above,  that  the 
transaction  “will  not  impair  the  national 
security.”  Similarly,  in  cases  where  the 
transaction  would  result  in  foreign 
control  over  critical  infrastructure,  the 
transaction  could  impair  national 
security,  but  such  impairment  has  been 
mitigated  during  the  review  period, 
CFIUS  may  conclude  action  under 
section  721  without  proceeding  beyond 
a  review  if  the  Department  of  the 
Treasury  and  the  lead  agency  determine, 
at  the  Deputy  Secretary  level  or  above, 
that  the  transaction  will  not  impair 
national  security. 

Where  a  covered  transaction  presents 
national  security  risks,  FINSA  provides 
statutory  authority  for  CFIUS,  or  a  lead 
agency  acting  on  behalf  of  CFIUS,  to 
enter  into  mitigation  agreements  with 
parties  to  the  transaction  or  to  impose 
conditions  on  the  transaction  to  address 
such  risks.  This  authority  enables 
CFIUS  to  mitigate  any  national  security 
risk  posed  by  a  transaction  rather  than 
recommending  to  the  President  that  the 
tran.saction  be  prohibited  because  it 
could  impair  U.S.  national  security. 
FINSA  also  provides  CFIUS  with 
authority  to  impose  civil  penalties  for 
violations  of  section  721,  including 
violations  of  any  mitigation  agreement. 

Finally,  FINSA  increases  CFIUS’s 
reporting  to  Congress  concerning  the 
work  it  has  undertaken  pursuant  to 
section  721.  In  addition  to  the 
certifications  described  previously, 
which  CFIUS  rnust  provide  to  Congress 
after  concluding  action  on  a  transaction 
under  section  721,  CFIUS  also  must 
provide  annual  reports  on  its  work, 
including  a  list  of  the  transactions  it  has 
reviewed  or  investigated  in  the 
preceding  12  months,  analysis  related  to 
foreign  direct  investment  and  critical 
technologies,  and  a  report  on  foreign 
direct  investment  from  certain 
countries. 

II.  Comments  on  the  Proposed  Rule 

The  Final  Rule  contained  in  this 
document  is  based  on  the  Notice  of 
Proposed  Rulemaking  published  on 
April  23,  2008  (“Proposed  Rule”)  (73  FR 
21868),  which  proposed  amendments  to 
the  regulations  in  part  800  of  31  CFR. 
The  comment  period  for  the  Proposed 
Rule  ended  on  June  9,  2008.  The 
Department  of  the  Treasury  received  a 
total  of  25  written  submissions  and 


some  oral  comments  that  were 
principally  provided  at  a  public  meeting 
held  at  the  Department  of  the  Treasury 
on  May  2,  2008.  The  written  and  oral 
submissions  comprised  approximately 
200  distinct  comments.  The  comments 
represented  a  wide  range  of  interests, 
including  foreign  governments,  U.S. 
business  groups,  law  firms,  and  a 
member  of  Congress.  All  comments 
received  by  the  end  of  the  comment 
period  were  posted  for  public  viewing  at 
http://www.regulations.gov. 

Among  the  comments  submitted  were 
a  number  that  welcomed  the  Proposed 
Rule  as  helping  the  Committee  to 
safeguard  U.S.  national  security  in  a 
manner  consistent  with  the  U.S. 
commitment  to  open  investment. 
Although  one  commenter  believed  the 
Proposed  Rule  would  result  in  the 
“great  majority”  of  mergers  and 
acquisitions  being  subject  to  reviews, 
the  Committee  does  not  expect  the 
changes  to  the  regulations  to  materially 
affect  the  number  of  transactions  that  it 
reviews.  From  2005  through  2007,  the 
Committee  reviewed  less  than  ten 
percent  of  foreign  acquisitions  in  the 
United  States. 

We  respond  to  the  comments 
submitted  in  the  detailed  section-by¬ 
section  analysis,  below. 

III.  Discussion  of  Final  Rule 

Overview  of  Significant  Issues 

The  Final  Rule  retains  many  of  the 
basic  features  of  the  existing  regulations, 
which  were  adopted  in  1991  after  the 
1988  enactment  of  section  721  of  the 
DPA.  The  system  continues  to  be  based 
on  voluntary  notices  to  CFIUS  by  parties 
to  transactions,  although  FINSA 
provides  CFIUS  with  the  authority  to 
review  a  transaction  that  has  not  been 
voluntarily  notified.  The  principal  now 
development  with  regard  to  the 
procedures  for  filing  notices  with  CFIUS 
is  that  the  Final  Rule  makes  explicit 
CFIUS’s  current  practice  of  encouraging 
parties  to  contact  and  engage  with 
CFIUS  before  making  a  formal  filing.  By 
consulting  with  CFIUS  in  advance  of 
filing  and,  where  appropriate,  providing 
CFIUS  with  a  draft  notice  or  some 
portion  of  the  information  that  later  may 
be  included  in  the  notice,  parties  can 
help  ensure  that  their  notice,  once 
submitted,  will  contain  the  information 
CFIUS  needs  to  do  its  work.  Such  pre¬ 
notice  consultations  can  help  ensure 
that  reviews  of  covered  transactions  are 
concluded  as  efficiently  as  possible. 
Consistent  with  the  requirement  set 
forth  in  section  721(b)(2)(E),  the 
Department  of  the  Treasury,  as 
Chairperson  of  CFIUS,  will  also  be 
publishing  in  the  Federal  Register 


guidance  on^he  types  of  transactions 
that  CFIUS  has  reviewed  and  that  have 
presented  national  security 
considerations.  The  guidance,  among 
other  things,  will  include  a  discussion 
of  certain  types  of  information  the 
Committee,  based  on  past  experience, 
considers  useful  for  parties  filing  a 
notice  to  provide. 

The  provisions  of  Subpart  D 
pertaining  to  the  contents  of  a  voluntary 
notice  have  been  expanded  to  reflect 
information  that  CFIUS  now  routinely 
seeks  from  notifying  parties.  By  having 
the  relevant  information  included  in 
each  notification,  CFIUS  will  be  better 
prepared  to  conduct  an  efficient  and  in- 
depth  analysis  as  soon  as  a  notice  is 
accepted.  As  noted  in  the  proposed 
regulations,  personal  identifier 
information,  which  is  needed  to 
examine  the  backgrounds  of  members  of 
the  boards  of  directors  and  senior 
company  officials  of  entities  in  the 
ownership  chain  of  the  foreign  acquirer, 
should  be  submitted  in  conjunction 
with  each  notification,  and  should  be 
marked  clearly  and  provided  as  a 
separate  document  to- facilitate  limited 
distribution  of  this  information.  In 
addition  to  the  new  information 
requirements,  the  Final  Rule,  consistent 
with  FINSA,  also  requires  each  of  the 
parties  to  a  notified  transaction  to 
provide  certifications  regarding  the 
accuracy  and  completeness  of  their 
notices,  as  to  information  about  the 
party  making  the  certification  (including 
certain  affiliated  entities),  the 
transaction,  and  all  follow-up 
information.  A  notice  will  not  be 
deemed  complete  if  it  lacks 
certifications  that  comply  with  these 
requirements,  and  CFIUS  may  reject  a 
notice  that  has  previously  been  accepted 
if  the  final  certification  required  under 
§  800.701(d)  has  not  been  received. 
Furthermore,  material  misstatements  or 
omissions  made  by  a  party  in 
connection  with  a  review  or 
investigation  may  result  in  the  rejection 
of  the  notice  or  the  reopening  of  a 
completed  review  or  investigation. 

Consistent  with  the  new  authority 
provided  by  FINSA,  the  Final  Rule 
provides  for  penalties  for  material 
misstatements  or  omissions  made  to 
CFIUS,  for  false  certifications,  or  for 
breach  of  mitigation  agreements  or 
conditions  entered  into  or  imposed 
under  section  721.  The  Final  Rule  also 
provides  that  a  mitigation  agreement 
may  include  provisions  establishing 
liquidated  damages  for  violations  of  the 
agreement.  See  §800.801.  Parties  that 
receive  a  notice  of  the  imposition  of 
penalties  will  have  the  opportunity  to 
submit  to  CFIUS  a  petition  for 
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reconsideration  of  the  imposition  of  the 
penalties. 

Additional  changes  to  the  regulations 
have  been  made,  including  revisions  to 
or  deletions  of  existing  examples  or 
provisions,  to  take  into  account  FINSA, 
and  to  otherwise  add  clarity  to  the 
regulations.  The  following  discussion 
addresses  changes  to  several  of  the  key  ■ 
concepts  of  the  regulations. 

Covered  Transaction 

FINSA  introduced  the  term  “covered 
transaction”  to  identify  the  types  of 
transactions  that  are  subject  to  review 
and  investigation  by  CFIUS.  The 
statutory  definition  of  covered 
transaction  maintains  the  scope  of 
section  721  as  pertaining  to  any  merger, 
acquisition,  or  takeover  by  or  with  a 
foreign  person  that  is  proposed  or 
pending  after  August  23,  1988,  which 
could  result  in  foreign  control  of  any 
person  engaged  in  interstate  commerce 
in  the  United  States  (the  latter  type  of 
person  is  defined  in  these  regulations  as 
a  “U.S.  business”). 

The  Final  Rule  further  clarifies  the 
meaning  of  the  term  “covered 
transaction,”  see  §800.207,  by 
specifying  the  scope  of  important 
elements  of  the  term,  including 
“transaction,”  “control,”  “U.S. 
business,”  and  “foreign  person.”  The 
definitions  and  clarification  of  these 
terms  appear  in  Subpart  B  (Definitions) 
and  in  Subpart  C  (Coverage). 

Transaction 

The  term  “transaction”  is  defined  in  -v, 
§  800.224,  and  implements  the  statutory 
requirement  that  a  covered  transaction 
be  one  that  involves  a  “merger, 
acquisition,  or  takeover”  that  is 
proposed  or  pending  after  August  23, 
1988,  by  encompassing  both  proposed 
and  completed  transactions.  This 
definition  continues  to  exclude  start-up 
or  “greenfield”  investments  and 
includes  only  a  very  limited  type  of 
long-term  lease. 

Control 

FINSA  does  not  define  “control,”  but 
rather  requires  that  CFIUS  prescribe  a 
definition  by  regulation.  See  FINSA, 
Public  Law  110—49,  section  2,  adding 
section  721(a)(2).  “Control”  is  and 
always  has  been  a  key  threshold  concept 
in  section  721,  as  the  authority  provided 
under  that  section,  from  the  authority  to 
review  or  investigate  a  notified 
transaction  to  the  authority  of  the 
President  to  take  action  to  suspend  or 
prohibit  a  transaction,  is  predicated  on 
foreign  control  of  a  person  engaged  in 
interstate  commerce  in  the  United 
States.  This  focus  on  control  suggests  a 
fundamental  congressional  judgment 


that  national  security  risks  are 
potentially  highest  in  transactions  that 
involve  the  acquisition  by  a  foreign 
person  of  control  of  an  entity  operating 
in  the  United  States.  Indeed,  Congress 
made  clear  in  the  1988  Conference 
Report  that  accompanied  the  originally 
enacted  version  of  section  721  that 
“[t]he  Conferees  in  no  way  intend  to 
impose  barriers  to  foreign  investment. 

*  *  *  [section  721]  is  not  intended  to 
authorize  investigations  on  investments 
that  could  not  result  in  foreign  control 
of  persons  engaged  in  interstate 
commerce*  *  *.”  See  H.R.  Conf.  Rep. 
No.  100-576,  at  926  (1988).  Nothing  in 
FINSA  or  its  legislative  history  suggests 
any  departure  from  this  focus  on 
control.  Indeed,  FINSA  incorporates  the 
concept  of  control  in  its  definition  of  the 
new  term  “covered  transaction,”  as 
discussed  above. 

The  Final  Rule  maintains  the  long¬ 
standing  approach  of  defining  “control” 
in  functional  terms  as  the  ability  to 
e.xercise  certain  powers  over  important 
matters  affecting  an  entity.  Specifically, 
“control”  is  defined  as  the  “power, 
direct  or  indirect,  whether  or  not 
exercised,  through  the  ownership  of  a 
majority  or  a  dominant  minority  of  the 
total  outstanding  voting  interest  in  an 
entity,  board  representation,  proxy 
voting,  a  special  share,  contractual 
arrangements,  formal  or  informal 
arrangements  to  act  in  concert,  or  other 
means,  to  determine,  direct,  or  decide 
important  matters  affecting  an  entity:  in 
particular,  but  without  limitation,  to 
determine,  direct,  take,  reach,  or  cause 
decisions  regarding  the  [matters  listed 
in  §  800.204(a)],  or  any  other  similarly 
important  matters  affecting  an  entity.” 
See  §  800.204(a).  Two  points  should  be 
emphasized  concerning  this  definition. 
First,  it  eschews  bright  lines.  Consistent 
with  the  existing  regulations,  control  is 
not  defined  in  terms  of  a  specified 
percentage  of  shares  or  number  of  board 
seats.  Although  share  holding  and  board 
seats  are  relevant  to  a  control  analysis, 
neither  factor  on  its  own  is  necessarily 
determinative.  Instead,  all  relevant 
factors  are  considered  together  in  light 
of  their  potential  impact  on  a  foreign 
person’s  ability  to  determine,  direct,  or 
decide  important  matters  affecting  an 
entity.  Second,  echoing  the 
congressional  views  expressed  in  the 
conference  report  accompanying  the 
original  legislation  in  1988,  the  focus  of 
the  statute  and  therefore  of  these 
regulations  is  control.  Even 
acknowledging  the  considerable 
flexibility  necessarily  inherent  in  a 
national  security  regulation,  the 
statutory  standard  is  not  satisfied  by 
anything  less  than  control.  Acquisition 


of  influence  falling  short  of  the 
definition  of  control  over  a  U.S. 
business  is  not  sufficient  to  bring  a 
transaction  under  section  721.  See 
§800.302. 

Demonstrating  its  significance  to  this 
regulatory  framework,  the  concept  of, 
control  appears  in  several  different 
places  throughout  the  regulations,  both 
in  those  sections  that  define  the  nature 
of  the  acquirer  and  those  that  define  the 
transaction  itself.  For  example,  control 
is  a  key  concept  in  the  definitions  of 
“foreign  person”  and  “foreign 
government-controlled  transaction.”  A 
foreign  person  is  any  foreign  national 
(i.e.,  an  individual  who  is  not  a  U.S. 
national),  foreign  government,  or  foreign 
entity,  or  any  “entity  over  which  control 
is  exercised  or  exercisable  by  a  foreign 
national,  foreign  government,  or  foreign 
entity.”  See  §  800.216  (emphasis  added). 
A  foreign  government-controlled 
transaction  is  a  covered  transaction  that 
“could  result  in  the  control  of  a  U.S. 
business  by  a  foreign  government  or  a 
person  controlled  by  or  acting  on  behalf 
of  a  foreign  government.”  See  §  800.214 
(emphases  added).  Similarly,  “covered 
transaction”  is  defined  in  this  Final 
Rule  as  “any  transaction  that  is 
proposed  or  pending  after  August  23, 
1988,  by  or  with  any  foreign  person, 
which  could  result  in  control  of  a  U.S. 
business  by  a  foreign  person.”  See 
§800.207  (emphasis  added). 

Conversely,  transactions  that  could 
not  result  in  foreign  control  of  a  U.S. 
business  are  not  subject  to  section  721. 
Thus,  a  start-up  or  “greenfield” 
investment  is  not  subject  to  section  721. 
See  §  800.301(c),  Example  3.  Moreover, 
as  noted  below,  a  foreign  person  does 
not  control  an  entity  if  it  holds  ten 
percent  or  less  of  the  voting  interest  in 
the  entity  and  it  holds  that  interest 
“solely  for  the  purpose  of  passive 
investment,”  as  that  term  is  defined  in 
§800.223.  See  §  800.302(b).  However, 
the  regulations  do  not  provide,  and 
never  have  provided,  an  exemption 
based  solely  on  whether  an  investment 
is  ten  percent  or  less  in  a  U.S.  business. 
If  a  foreign  person  holds  ten  percent  or 
less  of  the  voting  interest  in  a  U.S. 
business  but  does  not  hold  that  interest 
solely  for  the  purpose  of  passive 
investment,  then  the  transaction  still 
may  be  a  covered  transaction.  For 
example,  a  transaction  involving  a 
foreign  person’s  acquisition  of  nine 
percent  of  the  voting  shares  of  a  U.S. 
business  in  which  the  foreign  person 
has  negotiated  rights  to  determine, 
direct,  decide,  take,  reach,  or  cause 
decisions  regarding  important  matters 
affecting  that  business  would  be  a 
covered  transaction. 
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Section  800.204  lays  out  the  basic 
definition  of  “control,”  provides  an 
illustrative  list  of  matters  that  are 
deemed  to  be  important,  states  that 
CFIUS  will  consider  certain 
relationships  between  persons  in 
evaluating  whether  an  entity  is 
considered  to  be  controlled  by  a  foreign 
person,  and  identifies  certain  minority 
shareholder  protections  that  are  not 
considered  in  themselves  to  confer 
control  over  an  entity.  The  regulations 
add  a  number  of  examples  to  provide 
greater  clarity  as  to  the  application  of 
this  definition. 

U.S.  Busine.ss 

Section  800.226  defines  “U.S. 
business,”  a  term  contained  in  the 
regulatory  definition  of  “covered 
transaction,”  to  mean  any  entity 
engaged  in  interstate  commerce  in  the 
United  States,  but  only  to  the  extent  of 
its  activities  in  interstate  commerce  in 
the  United  States.  In  determining 
whether  a  person  is  a  U.S.  business, 
CFIUS  first  will  consider  whether  the 
subject  of  the  transaction  is  an  “entity” 
(which  is  defined  to  include  any  branch, 
partnership,  group  or  sub-group, 
association,  estate,  trust,  corporation  or 
division  of  a  corporation,  or 
organization:  assets,  whether  or  not 
organized  as  a  separate  legal  entity, 
operated  by  any  one  of  the  foregoing  as 
a  business  undertaking  in  a  particular 
location  or  for  particular  products  or 
services;  and  any  government).  If  the 
subject  of  the  transaction  is  an  entity, 
CFIUS  will  consider  whether  the  entity 
is  engaged  in  interstate  commerce. 

Foreign  Person 

The  term  “foreign  person”  is  defined 
in  §800.216.  The  Final  Rule  introduces 
the  new  concept  of  a  “foreign  entity,” 
further  discussed  below  in  the  section- 
by-section  analysis  of  §  800.212,  and 
specifies  that  an  entity  that  falls  within 
the  definition  of  a  “foreign  entity”  will 
be  deemed  a  foreign  person. 

Transactions  That  Are  and  Are  Not 
Covered  Transactions 

Sections  800.301  and  800.302 
illustrate  the  types  of  transactions  that 
are  and  are  not  covered  transactions, 
respectively.  Section  800.301(a)  further 
develops  the  reference  in  §  800.204  to 
“power,  whether  or  not  exercised,”  by 
making  clear  that,  if  a  foreign  person  has 
the  ability  to  exercise  control  over  a  U.S. 
business  at  the  time  a  transaction  is 
consummated,  whether  at  will  or  after  a 
particular  period  of  time,  then  the 
person  cannot  avoid  a  determination 
that  “control”  exists  for  purposes  of 
section  721  by  voluntarily  forgoing,  or 
delaying,  the  exercise  of  control. 


Section  800.302(b)  provides  a  vei-y 
limited  qualification  to  the  application 
of  the  general  control  principle. 

Pursuant  to  §  800.302(b),  a  foreign 
person  does  not  control  an  entity  if  it 
satisfies  a  two-pronged  test:  (1)  It  holds 
ten  percent  or  less  of  the  voting  interest 
in  the  entity;  and  (2)  its  interest  is  held 
solely  for  the  purpose  of  passive 
investment.  Section  800.223  lays  out  the 
test  for  whether  an  interest  is  held 
solely  for  the  purpose  of  passive 
investment.  Under  that  test,  an  interest 
would  be  held  solely  for  the  purpose  of 
passive  investment  if  the  foreign  person 
has  no  plan  or  intent  to  control  the 
entity,  neither  possesses  nor  develops 
any  purpose  other  than  passive 
investment,  nor  takes  any  action  that  is 
inconsistent  with  an  intent  to  hold  the 
interest  solely  for  the  purpose  of  passive 
investment.  This  special  rule  applies  to 
all  types  of  investors  equally,  rather 
than  assuming  that  certain  types  of 
institutions  are  passive  investors. 

Sections  800.301(c)  and  800.302(c) 
further  illustrate  the  extent  to  which 
particular  types  of  transactions,  such  as 
greenfield  investments;  the  acquisition 
of  branch  offices,  assets  from  multiple 
sources,  and  defunct  businesses;  and  the 
entry  into  commodity  purchase 
contracts,  service  contracts,  and 
technology  license  agreements,  are  or 
are  not  covered  transactions.  Section 
800.301(d)  addresses  joint  ventures, 
which  may  be  covered  transactions  only 
if  they  involve  the  contribution  of  a  U.S. 
business. 

Sections  800.302(d)  and  (e)  and 
§  800.303  establish  special  rules  with 
regard  to  securities  underwriting, 
insurance,  and  lending,  to  clarify  certain 
circumstances  in  which  a  foreign  person 
may  obtain,  in  the  ordinary  course  of  its 
business,  an  interest  in  an  entity  that 
may  not  be  considered  control  of  that 
entity  because  of  those  circumstances. 

Section-by-Section  Analysis 
Section  800.101 — Scope 

Section  800.101  of  the  Proposed  Rule 
states  that  the  regulations  implement 
section  721,  which  authorizes  the 
President  and  the  Committee  to  take 
certain  actions  with  respect  to  covered 
transactions  that  threaten  to  impair  U.S. 
national  security.  Several  cominenters 
noted  that  the  regulations  do  not  define 
“national  security”  and  other  related 
terms.  A  commenter  suggested  that 
there  is  a  perception  that  the  scope  of 
CFIUS’s  reviews  is  broader  than 
national  security.  Another  suggested 
that  “national  security”  be  specifically 
defined  to  encompass  economic 
security.  A  commenter  also  suggested 
that  the  Committee  identify  certain 


excepted  industries  or  businesses, 
investments  in  which  would  not  be 
subject  to  review. 

The  Committee  will  continue  its 
practice  of  focusing  narrowly  on 
genuine  national  security  concerns 
alone,  not  broader  economic  or  other 
national  interests.  The  longstanding 
policy  of  the  U.S.  Government,  which 
was  reaffirmed  in  the  President’s 
Statement  on  Open  Economies  on  May 
10,  2007,  is  to  welcome  foreign 
investment.  Section  1  of  Executive 
Order  11858,  as  amended,  applies  that 
policy  to  the  Committee’s  work:  “It  is 
the  policy  of  the  United  States  to 
support  unequivocally  [international] 
investment,  consistent  with  the 
protection  of  the  national  security.”  The 
Committee  reviews  transactions  for 
national  security  concerns  on  a  case-by- 
case  basis.  This  approach  allows  the 
Committee  to  fully  address  the  national 
security  concerns  that  a  particular 
transaction  may  raise,  rather  than 
identifying  certain  sectors  in  which 
foreign  investment  is  prohibited, 
restricted,  or  discouraged.  As  directed 
by  FINSA,  the  Department  of  the 
Treasury  is  also  publishing  guidance 
regarding  the  types  of  transactions  that 
the  Committee  has  reviewed  and  that 
have  presented  national  security 
considerations. 

Section  800.103 — Applicability  rule/ 
Section  800.210 — Effective  Date 

Several  commenters  expressed 
concern  that  new  provisions  in  the 
regulations  will  cause  uncertainty  for 
transactions  completed  prior  to  the 
effective  date  of  FINSA  or  this  Final 
Rule  and  that  parties  should  be  given 
sufficient  time  to  adjust  to  any  new 
standards. 

As  provided  in  section  721  as 
amended  by  FINSA  and  further 
elaborated  in  §  800.207  and  §  800.601(b) 
of  the  Final  Rule,  the  Committee  has  the 
authority  to  review  any  covered 
transaction.  However,  to  allow  parties 
time  to  adjust  to  this  Final  Rule,  the 
amendments  to  part  800  made  by  this 
Final  Rule  will  become  effective  thirty 
days  after  their  publication  in  the 
Federal  Register. 

With  respect  to  actions  already  taken 
by  parties  to  transactions,  the 
Committee  does  not  intend  for  this  Final 
Rule  to  disrupt  certain  expectations 
created  by  the  provisions  of  the 
regulations,  prior  to  their  amendment  by 
this  Final  Rule.  See  31  CFR  Part  800 
(July  1,  2008)  (“the  prior  regulations”), 
available  at  http:/ /w'ww.access.gpo.gov/ 
nam/cfr/waisi  dx_08/3 1  cfr800_08.h  tml. 
Therefore,  consistent  with  §  800.103,  the 
provisions  of  the  prior  regulations  will 
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continue  to  govern  certain  questions 
pertaining  to  past  transactions  and  acts. 

As  provided  in  §  800.103(a),  the 
provisions  of  this  Final  Rule  apply  as  of 
the  effective  date  of  this  Final  Rule, 
with  certain  exceptions.  These 
exceptions  are  spelled  out  in 
§  800.103(b),  and  consist  of  the  various 
provisions  that  relate  to  whether  a 
particular  transaction  is  a  covered 
transaction.  Provisions  that  pertain  to 
procedural  matters  are  thus  not  listed  in 
paragraph  (b)  but,  rather,  apply  to  all 
CFIUS  reviews  and  investigations  as  of 
the  effective  date.  Accordingly,  for 
example,  all  notices  filed  with  the 
Committee  on  or  after  the  effective  date 
of  this  Final  Rule  must  contain  the 
information  specified  in  §  800.402  of 
this  Final  Rule,  regardless  of  when  the 
transaction  occurred  or  will  occur. 
Notices  filed  with  the  Committee  prior 
to  the  effective  date  of  this  Final  Rule 
are  required  to  contain  at  least  the 
information  specified  in  §  800.402  of  the 
prior  regulations. 

As  provided  in  §  800.103(b), 
particular  sections  of  subparts  B  and  C 
of  this  Final  Rule  apply  to  any 
transaction  for  which  the  execution  of 
the  agreement,  or  other  comparable 
action  underlying  the  transaction, 
occurs  on  or  after  the  effective  date  of 
this  Final  Rule.  As  noted  above,  these 
provisions  concern  the  assessment  of 
whether  a  transaction  is  a  “covered 
transaction.”  Paragraphs  (b)(1)  through 
(b)(4)  of  §  800.103  specify  the  particular 
event  that  needs  to  occur  on  or  after  the 
effective  date  in  order  for  the  relevant 
provision  of  the  Final  Rule  to  apply  to 
the  transaction.  For  example,  if  a  letter 
of  intent  establishing  the  material  terms 
of  a  transaction  is  signed  on  or  after  the 
effective  date  of  this  Final  Rule,  then  the 
provisions  of  the  Final  Rule  will  govern 
the  analysis  of  whether  the  transaction 
is  a  “covered  transaction.”  Conversely, 
if  tlie  letter  of  intent  was  signed  before 
the  effective  date  of  this  Final  Rule,  then 
the  Committee  will  look  at  the 
provisions  of  the  prior  regulations  in 
analyzing  whether  the  transaction  is  a 
“covered  transaction,”  even  if  the 
transaction  was  notified  to  the 
Committee  after  the  effective  date  of  this 
Final  Rule. 

Note  that  if  parties  sign  a  letter  of 
intent  prior  to  the  effective  date  of  this 
Final  Rule,  but  the  material  terms  differ 
in  the  final  definitive  agreement  signed 
by  the  parties,  then  the  Committee 
would  look  to  the  date  on  which  that 
final  definitive  agreement  was  signed  to 
determine  the  rules  under  which  the 
assessment  of  whether  the  transaction  is 
a  “covered  transaction”  will  be  made. 

When  reviewing  any  transaction 
notified  to  the  Committee  on  or  after  the 


effective  date  that  falls  within  the  scope 
of  §  800.103(b)  and  that  includes 
minority  shareholder  protections  listed 
in  §  800.204(c),  the  Committee  will  take 
into  account  §  800.204(c)  of  the  Final 
Rule  to  the  extent  that  doing  so  would 
support  a  conclusion  that  the 
transaction  is  not  a  covered  tremsaction. 

As  provided  in  subpart  H,  the 
provisions  concerning  penalties  will 
apply  to  any  action  after  the  effective 
date  of  this  Final  Rule  that  constitutes 
a  violation  under  subpart  H,  regardless 
of  when  the  related  transaction  occurred 
or  when  the  mitigation  agreement  was 
signed.  If,  for  example,  after  the 
effective  date  of  this  Final  Rule,  a  party 
intentionally  violates  a  mitigation 
agreement  signed  in  2000,  the  party  may 
be  subject  to  civil  penalties  under 
§  800.801(b)  of  the  Final  Rule.  Damages 
provisions  written  into  mitigation 
agreements  entered  into  prior  to  the 
effective  date  of  this  Final  Rule  are 
independent  of,  and  not  affected  by,  this 
Final  Rule. 

Section  800.204 — Control 

The  Proposed  Rule  made  a  number  of 
changes  to  clarify  the  definition  of 
“control,”  which  is  now  at  §  800.204. 
These  include,  among  other  revisions, 
clarification  that  control  depends  on 
powers  over  “important  matters” 
affecting  an  entity,  expansion  of  the 
illustrative  list  of  “important  matters,” 
and  the  addition  or  revision  of  examples 
to  demonstrate  what  constitutes  control. 
The  Overview  of  Significant  Issues, 
above,  like  the  preamble  to  the  Proposed 
Rule,  also  explains  that  the  acquisition 
of  influence  falling  short  of  the 
definition  of  control  over  a  U.S. 
business  is  not  sufficient  to  bring  a 
transaction  under  section  721.  The 
Proposed  Rule  also  introduced  a  new 
paragraph  concerning  minority 
shareholder  protections,  which  is 
addressed  below  in  the  discussion  of 
§  800.204(c)  of  the  Final  Rule. 

Several  commenters  suggested  that 
the  Proposed  Rule  provided  too 
expansive  a  definition  of  control,  or,  by 
not  providing  a  more  objective  standard, 
risked  inappropriate  expansion  of  the 
definition.  A  commenter  suggested  that 
the  definition  of  control  would  cause 
foreign  investors  to  disclaim  pro  rata 
rights  they  obtain  simply  by  right  of 
their  shareholdings  and  suggested  that 
this  would  be  detrimental  to  good 
governance.  Several  commenters  asked 
for  additional  clarification  regarding  the 
difference  between  “control”  and 
“influence  falling  short  of  the  definition 
of  control.” 

The  Final  Rule  makes  numerous 
modifications  to  the  language  of 
§  800.204(a)  to  provide  greater 


clarification  of  what  constitutes 
“control,”  including  by  clarifying 
circumstances  where  influence  does  not 
rise  to  the  level  of  control.  Examples  in 
this  section  show  that,  although  an 
investor  might  have  influence  within  a 
business — for  example,  through  a  board 
seat,  exercising  pro  rata  voting  rights 
attendant  with  share  ownership,  or 
otherwise — it  does  not  have  control 
unless  it  is  able  to  determine,  direct, 
take,  reach,  or  cause  decisions  regarding 
the  types  of  important  matters  listed  in 
§800.204ra). 

Commenters  suggested  further 
clarification  of  several  specific 
important  matters  listed  in  §  800.204(a). 
Several  commenters  suggested  that  the 
power  to  determine,  direct,  or  decide  a 
single  important  matter  affecting  an 
entity  should  not  constitute  control  and 
that,  at  the  least,  the  Committee  should 
clarify  that  it  will  consider  the  totality 
of  the  circumstances  in  making  its 
assessment.  Another  commenter  asked 
whether  there  is  an  ownership  threshold 
at  which  control  will  always  be  found. 

The  Final  Rule  makes  no  changes  to 
the  list  of  important  matters  at 
§  800.204(a)  in  response  to  the 
commenters’  requests  for  specific 
clarifications.  The  Committee 
approaches  its  analysis  of  whether  a 
transaction  could  result  in  foreign 
control  on  a  case-by-case  basis, 
considering  the  level  of  ownership 
interest,  the  rights  that  emanate  from 
such  ownership,  other  rights  held, 
restrictions  on  the  exercise  of  such 
rights,  and  all  other  relevant  facts  and 
circumstances.  The  examples  in 
§  800.204  demonstrate  this  approach  of 
considering  together  all  relevant  facts 
and  circumstances  in  light  of  their 
potential  impact  on  a  person’s  ability  to 
determine, ‘direct,  or  decide  important 
matters  affecting  an  entity.  As  a  result 
of  this  approach,  the  regulations  provide 
no  ownership  threshold  or  other  bright 
lines  above  which  CFIUS  would  find 
control  in  all  ciicumstances. 

Several  commenters  suggested  that 
the  Proposed  Rule  did  not  adequately 
illustrate  that  ownership  and  control 
can  be  separated  through  certain 
transaction  structures — for  example,  in 
private  equity  funds  structured  as 
limited  partnerships.  One  commenter 
suggested  that  the  Committee  clarify 
that  it  will  review  transactions 
involving  private  equity  funds.  The 
Final  Rule  adds  Examples  8  and  9  in 
§  800.204,  which  provide  greater 
clarification  of  the  relationship  between 
ownership  and  control  and  make  clear 
that  the  Committee  will  focus  on 
“control,”  as  defined,  within  any 
transaction  structure  rather  than  , 
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formalistically  distinguishing  among 
structures. 

A  commenter  asked  for  clarification  of 
the  meaning  of  “indirect”  power  in 
§  800.204(a).  The  Final  Rule,  like  the 
Proposed  Rule,  defines  “control”  in 
functional  terms.  Therefore,  for 
example,  a  person  that  has  the  power  to 
determine  important  matters  of  an  entity 
does  not  avoid  having  control  of  that 
entity  by  voting  the  shares  of  a  wholly- 
owned  subsidiary  that,  in  turn,  votes  the 
shares  of  the  entity,  or  by  acting  through 
another  intermediary  or  agent. 

Section  800.204(b) — Arrangements  to 
Act  in  Concert 

The  Proposed  Rule  provided  that,  in 
examining  questions  of  control  in 
situations  where  more  than  one  foreign 
person  has  an  ownership  interest  in  an 
entity,  consideration  will  be  given, 
pursuant  to  what  is  now  §  800.204(b),  to 
whether  the  foreign  persons  are  related 
or  have  formal  or  “informal” 
arrangements  to  act  in  concert.  A 
commenter  asked  for  clarification  of 
what  constitutes  an  “informal” 
arrangement  and  whether  this  would 
include  a  voting  trust. 

The  Final  Rule  makes  no  change  to 
the  proposed  language,  which  is  now  at 
§  800.204(b),  in  response  to  this 
comment.  If  a  trustee  has  the  legal 
authority  to  vote  the  shares  of  different 
parties,  even  if  unrelated,  then  those 
shares  would  be  considered  as  being 
voted  in  concert  if  the  trustee  can  vote 
the  shares  according  to  its  discretion  or 
is  required  to  vote  all  shares  in  the  same 
way.  Example  1  in  §  800.204  illustrates 
an  informal  arrangement  to  act  in 
concert,  where  no  formal  agreement  is 
disclosed  but  it  is  clear  from  other 
evidence  that  the  foreign  persons  have 
agreed  to  act  as  a  group  in  the  exercise 
of  their  powers  over  important  matters 
affecting  the  U.S.  business. 

Section  800.204(c) — Minority 
Shareholder  Protections 

The  Proposed  Rule  identified  several 
minority  shareholder  protections  at 
what  is  now  §  800.204(c)  and  provided 
that  the  Committee  will  not  deem  those 
negative  rights  (j.e.,  rights  to  prevent 
certain  events  from  occurring)  to  confer 
control  in  themselves.  Many 
commenters  suggested  negative  rights 
that  they  believe  should  be  added  to  the 
list  of  minority  shareholder  protections. 

This  Final  Rule  expands  the  list  of 
minority  shareholder  protections,  now 
at  §  800.204(c),  to  include  two 
additional  negative  rights:  The  power  to 
prevent  an  entity  from  voluntarily  flling 
for  bankruptcy  or  liquidation,  and  the 
power  to  prevent  the  change  of  existing 
legal  rights  or  preferences  of  the 


particular  class  of  stock  held  by 
minority  investors  as  provided  in  the 
relevant  corporate  documents  governing 
such  shares. 

The  list  in  §  800.204(c),  however, 
expressly  is  not  intended  to  be 
exhaustive  of  the  rights  that  shall  not  in 
themselves  be  deemed  to  confer  control 
over  an  entity.  Section  800.204(c) 
includes  a  list  of  negative  rights  that  the 
Committee  recognizes  as  minority 
shareholder  protections  because  they 
protect  the  investment-backed 
expectations  of  minority  shareholders 
and  do  not  affect  strategic  decisions  on 
business  policy  or  day-to-day 
management  of  an  entity  or  other 
important  matters  affecting  an  entity. 

The  Committee  recognizes,  however, 
that  other  negative  rights  proposed  by 
commenters  for  inclusion  in 
§  800.204(c)  are  often  provided  to 
minority  shareholders.  Section 
800.204(d)  explicitly  provides  that  the 
Committee  will  consider,  on  a  case-by- 
case  basis,  whether  minority 
shareholder  protections  other  than  those 
listed  in  §  800.204(c)  do  not  confer 
control  over  an  entity.  Non-inclusion  in 
§  800.204(c)  of  any  particular  right  does 
not  mean  that  the  Committee  has 
determined  that  such  a  right  necessarily 
results  in  control  and  does  not  prejudge 
whether  the  Committee  would 
determine  under  §  800.204(d)  that  such 
a  right  jdoes  not  confer  control  in  a 
particular  transaction. 

The  Committee  will  consider 
favorably  in  the  context  of  specific 
transactions  notified  to  the  Committee 
the  parties’  opinion  that  the  following 
minority  shareholder  protections  do  not 
in  themselves  confer  control:  The  power 
to  prevent  changes  in  the  capital 
structure  of  the  entity,  including 
through  mergers,  consolidations,  or 
reorganizations,  that  would  dilute  or 
otherwise  impair  existing  shareholder 
rights:  the  power  to  prevent  the* 
acquisition  or  disposition  of  assets 
material  to  the  busiqess  outside  the 
ordinary  course  of  business;  the  power 
to  prevent  fundamental  changes  in  the 
business  or  operational  strategy  of  the 
entity;  the  power  to  prevenj  incursion  of 
substantial  indebtedness  outside  the 
ordinary  course  of  business;  the  power 
to  prevent  fundamental  changes  to  the 
entity’s  regulatory,  tax,  or  liability 
status:  and  the  power  to  prevent  any 
amendment  of  the  Articles  of 
Incorporation,  constituent  agreement,  or 
other  organizational  documents  of  an 
entity.  The  Committee’s  favorable 
consideration  of  these  rights  does  not 
preclude  it  from  finding  that  the 
existence  of  one  or  a  combination  of 
these  rights  confers  control  under  the 


facts  and  circumstances  of  a  particular 
transaction. 

Section  800.204(e) — Incremental 
Acquisitions 

A  commenter  asked  that  the 
regulations  clarify  whether  CFIUS  will 
review  voluntary  notices  when  a  foreign 
person  acquires  an  additional  interest  in 
a  U.S.  business  after  the  Committee  has 
concluded  its  review  of  a  prior  covered 
transaction  involving  the  same  parties 
and  the  President  did  not  prohibit  or 
suspend  the  transaction.  The  Proposed 
Rule  did  not  address  this  point 
explicitly.  The  commenter  suggested 
that  clarifying  this  point  would  help  to 
ensure  that  the  Committee  is  not 
overburdened  and  can  focus  its 
resources  appropriately  on  transactions 
that  raise  national  security  concerns. 

This  Final  Rule  adds  §  800.204(e)  and 
accompanying  Example  7  to  clarify  the 
Committee’s  approach  to  incremental 
acquisitions.  Pursuant  to  §  800.204(e),  a 
transaction  in  which  a  foreign  person 
acquires  an  additional  interest  in  a  U.S. 
business  that  was  previously  the  subject 
of  a  covered  transaction  for  which  the 
Committee  concluded  all  action  under 
section  721  will  not  be  considered  a 
covered  transaction. 

If  a  prior  investment  by  a  foreign 
person  in  a  U.S.  business  was  not 
notified  to  CFIUS,  or  if  CFIUS 
determined  that  the  prior  investment 
was  not  a  covered  transaction,  then  the 
subsequent  investment  may  be  a 
covered  transaction,  depending  on  - 
whether  the  subsequent  investment 
could  result  in  the  foreign  person’s 
control  of  the  U.S.  business. 

With  respect  to  any  covered 
transaction,  any  mitigation  agreement  or 
conditions  may  include,  subject  to  the 
requirements  of  section  721  and 
Executive  Order  11858,  measures  to 
address  any  national  security  risk  posed 
by  the  covered  transaction,  including 
any  increased  risk  if  the  foreign  acquirer 
were  to  have  a  greater  ownership 
interest  in  the  U.S.  business. 

Section  800.207 — Covered  Tran.saction 

The  Proposed  Rule  defined  “covered 
transaction”  consistent  with  the 
definition  of  that  term  in  section  721. 
The  Proposed  Rule  provided  additional 
clarity  about  what  transactions  are 
covered  by  section  721  in  numerous 
other  provisions,  including  §§800.301 
and  800.302  and  the  definitions  of 
“control,”  “foreign  person,”  and  a  “U.S. 
business.”  A  commenter  suggested  that 
the  Committee  regularly  release 
redacted  descriptions  of  transactions 
that  have  been  filed  with  the 
Committee,  along  with  descriptions  of 
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the  Committee’s  assessment  of  whether 
they  were  covered  transactions. 

The  Final  Rule  does  not  adopt  this 
suggestion.  Public  release  of  any 
assessment  by  the  Committee  of 
whether  a  transaction  is  a  covered 
transaction  would  implicate  significant 
potential  national  security  and 
confidentiality  concerns.  The  Final 
Rule,  at  §§  800.207,  800.301  and 
800.302,  provides  greater  clarity 
regarding  what  transactions  are  covered 
by  section  721.  Parties  to  a  transaction, 
at  their  own  discretion,  may  make 
available  to  the  public  information 
about  transactions  that  they  have 
voluntarily  notified  to  the  Committee. 

Section  800.208 — Critical  Infrastructure 

The  Proposed  Rule  defined  “critical 
infrastructure”  consistent  with  the 
definition  of  that  term  in  section  721 
and  clarified  that,  in  determining 
whether  a  covered  transaction  involves 
critical  infrastructure,  the  Committee 
would  consider  the  “particular”  systems- 
or  assets  involved,  rather  than  defining 
certain  classes  of  systems  or  assets  as 
critical  infrastructure.  Several 
commenters  expressed  support  for  this 
approach.  Others  suggested  that  the 
scope  of  “critical  infrastructure”  be 
further  illustrated  by  identifying 
inft-astructure  that  would  or  would  not 
be  considered  critical. 

The  Final  Rule,  at  §  800.208, 
continues  the  case-by-case  approach  of 
section  721  and  the  Proposed  Rule 
towards  identifying  critical 
infrastructure.  Under  this  approach,  the 
Committee  determines  whether  (1)  a 
particular  transaction  notified  to  it  is  a 
“covered  transaction,”  (2)  that 
particular  covered  transaction  would 
result  in  foreign  control  of  critical 
infrastructure  of  or  within  the  United 
States,  and  (3)  that  particular  covered 
transaction  has  potential  national 
security  effects.  Accordingly,  the 
definition  of  critical  infrastructure  turns 
on  the  national  security  effects  of  any 
incapacity  or  destruction  of  the 
particular  system  or  asset  over  which  a 
foreign  person  would  have  control  as  a 
result  of  a  covered  transaction. 

Consistent  with  this  approach,  the 
Committee  will  not  deem  classes  of 
systems  or  assets  to  be,  or  not  to  be, 
critical  infrastructure. 

Section  800.211 — Entity 

The  Proposed  Rule  made  clear  that  an 
entity  need  not  have  a  distinct  legal 
personality  in  order  to  fall  within  the 
definition  of  “entity”  under  these 
regulations.  A  commenter  asked  for 
clarification  of  the  circumstances  in 
which  assets  with  no  distinct  legal 


personality  would  be  considered  an 
“entity.” 

The  Final  Rule  amends  the  proposed 
text  of  §  800. 211  to  add  a  cross-reference 
to  §§  800.301(c)  and  800.302(c),  which 
provide  additional  clarity  regarding 
when  assets  with  no  distinct  legal 
personality  can  constitute  an  “entity” 
and,  in  turn,  a  “U.S.  business.”  This 
additional  clarification  is  provided,  in 
particular,  by  Examples  6  and  7  in 
§  800.3(Jl(c)  and  Examples  1,  2,  4,  and 
5  in  §  800.302(c). 

Section  800.212 — Foreign  Entity 

The  Proposed  Rule  introduced  a  new 
term,  “foreign  entity,”  to  refer  to  entities 
the  Committee  considers  to  be  foreign 
persons  based  on  either  their  place  of 
organization  and  foreign  exchange 
listing  or  the  extent  of  their  foreign 
ownership,  even  if  no  single  foreign 
person  controls  the  entity.  Commenters 
expressed  concern  that  the  definition  of 
“foreign  entity”  in  the  Proposed  Rule 
would  have  captured  entities  that  were 
incorporated  outside  of  the  United 
States  if  they  were  primarily  traded  on 
foreign  exchanges,  even  if  the  entities 
were  in  fact  majority-owned  by  U.S. 
nationals. 

The  Final  Rule  revises  the  proposed 
text  of  §  800.212  to  cover  entities 
organized  under  the  laws  of  a  foreign 
state  if  either  its  principal  place  of 
business  is  outside  the  United  States  or 
its  equity  securities  are  primarily  traded 
on  one  or  more  foreign  exchanges.  The 
Final  Rule  excludes  from  the  definition 
of  “foreign  entity,”  however,  any  entity 
that  is  able  to  demonstrate  to  the 
Committee  that  a  majority  of  the  equity 
interest  in  the  entity  is  ultimately 
owned  by  U.S.  nationals.  Note  that, 
under  the  definition  of  “foreign  person” 
at  §  800.216(b),  any  entity  over  which 
control  is  exercised  or  exercisable  by  a 
foreign  person  would  still  itself  be 
deemed  a  foreign  person,  even  if  that 
entity  does  not  constitute  a  “foreign 
entity.”  Accordingly,  an  entity 
controlled  by  a  foreign  person  is  itself 
a  foreign  person,  even  if  it  is  majority 
owned  by  U.S.  nationals. 

Commenters  also  asked  whether  a 
foreign  person’s  ownership  of  shares  of 
an  entity  could  result  in  that  entity 
being  considered  a  “foreign  entity”  if 
the  right  to  vote  that  person’s  shares 
were  transferred  to  U.S.  nationals 
through  a  voting  trust.  Example  3  in 
§  800.301(a)  of  the  Final  Rule  illustrates 
that  an  agreement  to  delay  the  exercise 
of  voting  rights  for  a  limited  period  of 
time  does  not  preclude  a  finding  of 
control.  Similarly,  if  a  voting  trust  is 
revocable  or  time-limited,  the 
Committee  would  consider  the  foreign 


person  that  placed  its  shares  in  such  a 
voting  trust  as  still  holding  the  shares. 

Finally,  a  commenter  asked  whether 
the  definition  of  “foreign  entity”  was 
intended  to  be  a  standard  for 
determining  foreign  government  control. 
The  definition  of  “foreign  entity”  is  not 
intended  to  be  a  standard  for 
determining  foreign  government  control. 
If  an  entity  could  be  controlled  by  a 
foreign  government,  the  question  of 
whether  it  is  a  “foreign  entity”  would 
never  arise,  as  “foreign  entity”  is  a  term 
that  is  intended  to  cover  situations 
where  there  is  significant  foreign 
ownership  but  ownership  is  dispersed. 

Section  800.  213 — Foreign  Government 

The  Proposed  Rule  defined  the  term 
“foreign  government”  to  include  non- 
elected  heads  of  state  with 
governmental  responsibilities.  A 
commenter  said  that  the  term  “head  of 
state”  in  §  800.213  was  unclear. 

The  Final  Rule  amends  §  800.213  to 
delete  the  clause  referring  to  certain 
heads  of  state,  since  it  imprecisely 
defined  the  circumstances  under  which 
the  Committee  may  treat  an  investment 
by  a  government  official  as  being  an 
investment  by  a  foreign  government. 
Consistent  with  the  reference  in 
§  800.214  to  a  person  “acting  on  behalf 
of  a  foreign  government,”  the  Final  Rule 
permits  the  Committee  to  treat 
investments  by  foreign  government 
officials  as  investments  by  foreign 
governments  where  the  circumstances 
so  warrant,  such  as  in  certain  cases 
where  an  official  invests  to  advance 
governmental  objectives. 

Section  800.  214 — Foreign  Government- 
Controlled  Transaction 

The  Proposed  Rule  defined  “foreign 
government-controlled  transaction”  to 
mean  any  covered  transaction  that  could 
result  in  control  of  a  U.S.  business  by 
a  foreign  government  or  a  person 
controlled  by  or  acting  on  behalf  of  a 
foreign  government.  Commenters 
sugge.sted  that,  in  considering  whether  a 
transaction  is  foreign  government- 
controlled,  the  regulations  should  treat 
certain  types  of  entities  owned  by 
foreign  governments  or  that  have  a 
“government  background”  as  not 
foreign  government-controlled — for 
example,  if  they  operate  on  a  purely 
commercial  and  market-driven  basis. 

The  Final  Rule  makes  no  changes  to 
the  proposed  text  of  §  800.214.  “Foreign 
government-controlled  transaction”  is 
defined  by  statute  at  section  721(a)(4) 
and  may  not  be  modified  by  regulation 
in  a  manner  that  is  inconsistent  with  the 
statute.  The  statute  makes  clear  that 
transactions  are  “foreign  government- 
controlled  transactions”  if  they  could 
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result  in  the  control  of  any  person 
engaged  in  interstate  commerce  in  the 
United  States  hy  a  foreign  government 
or  an  entity  controlled  hy  or  acting  on 
hehalf  of  a  foreign  government, 
regardless  of  whether  the  transaction 
has  a  purely  commercial  and  market- 
driven  basis.  Accordingly,  the 
regulations  do  not  exclude  transactions 
involving  entities  controlled  by  a 
foreign  government,  even  if  the  entities 
operate  on  a  commercial  basis,  nor 
entities  that  are  controlled  only 
indirectly  by  a  foreign  government 
through  a  person  controlled  by  or  acting 
on  behalf  of  a  foreign  government. 
Consistent  with  section  721(b)(2)(E), 
however,  the  Departmertt  of  the 
Treasury,  as  Chairperson  of  the 
Committee,  is  publishing  guidance 
regarding  the  types  of  transactions  that 
the  Committee  has  reviewed  and  that 
have  presented  national  security 
considerations.  That  guidance  clarifies 
that  whether  a  foreign  government- 
controlled  entity  operates  on  a  purely 
commercial  and  market-driven  basis  is 
among  the  important  factors  that  the 
Committee  takes  into  consideration 
when  assessing  whether  foreign 
government  control  in  a  particular 
transaction  poses  concerns  about 
possible  impairment  of  U.S.  national 
security. 

Section  800.216 — Foreign  Person 

The  Proposed  Rule  expanded  the 
definition  of  “foreign  person”  to  include 
the  term  “foreign  entity”  and  added  a 
number  of  examples.  A  commenter 
suggested  that  the  examples  in  §  800.216 
and  §  800.226,  which  respectively 
define  “foreign  person”  and  “U.S. 
business,”  be  expanded  to  make  clear 
that  the  two  concepts  are  distinct.  A 
commenter  also  expressed  concern  that 
an  acquisition  by  an  investment  fund 
controlled  by  a  foreign  bank  may  be 
treated  differently  under  the  regulations 
than  would  an  acquisition  by  an 
investment  fund  controlled  by  U.S. 
nationals. 

The  Final  Rule  makes  no  changes  to 
the  proposed  text  of  §  800.216  and 
§800.226.  The  terms  “foreign  person” 
and  “U.S.  business”  are  independent  of 
one  another  and  serve  distinct  purposes 
in  the  Final  Rule.  Accordingly,  it  is 
possible  that  a  particular  entity  may  be 
just  a  foreign  person,  just  a  U.S. 
business,  both  a  foreign  person  and  a 
U.S.  business  simultaneously,  or  neither 
a  U.S.  business  nor  a  foreign  person. 

Section  721  and  this  Final  Rule, 
which  implements  section  721,  cover 
transactions  after  a  certain  date  that 
could  result  in  control  of  a  U.S.  business 
by  a  foreign  person.  Accordingly, 
whether  a  party  that  controls  an 


investment  fund  is,  or  is  not,  a  foreign 
person  is  central  to  the  statutory  and 
regulatory  firamework. 

Section  800.220 — Party  or  Parties  to  a 
Transaction 

The  Proposed  Rule  provided,  at 
§  800.220(f),  that  any  party  in  a  role 
comparable  to  a  party  listed  in 
paragraphs  (a)  throng  (e)  of  §  800.220 
would  also  be  deemed  a  “party  to  a 
transaction.”  A  commenter  suggested 
that  §  800.220(f)  provides  the  Committee 
with  excessive  discretion. 

The  Final  Rule  makes  no  change  to 
the  proposed  text  of  §  800.220. 

Paragraph  (f).of  that  section  does  not 
expand  the  scope  of  what  constitutes  a 
covered  transaction.  Rather,  it  identifies 
what  persons,  in  circumstances  other 
than  those  covered  by  paragraphs  (a) 
through  (e),  are  considered  to  be  a 
“party  to  a  transaction”  and,  therefore, 
may  file  a  voluntary  notice  with  the 
Committee  consistent  with  the 
requirements  of  §  800.402. 

Section  800.224 — Transaction 

The  Proposed  Rule  replaced  the  term 
“acquisition”  with  the  term 
“transaction,”  at  §  800.224,  in  order  to 
harmonize  the  terminology  of  the 
regulations  with  that  of  FINSA,  and 
provided  that  a  transaction  is  a 
“proposed  or  consummated  merger, 
acquisition,  or  takeover.”  One 
commenter  suggested  that  the 
Committee  should  not  have  the 
authority  to  review  transactions  after 
the.y  have  been  completed.  However,  if 
a  transaction  is  proposed  after  August 
23, 1988  and  could  result  in  foreign 
control  of  a  U.S.  business,  then  it  would 
be  a  “covered  transaction,”  as  defined 
in  section  721,  even  if  the  transaction 
has  been  consummated  by  the  time  of 
review. 

In  addition  to  other  clarifications  of 
the  definition,  the  Proposed  Rule  also 
clarified  that  certain  joint  ventures  and 
long-term  leases  are  “transactions.”  In 
particular,  the  Proposed  Rule  provided 
that  long-term  leases  are  transactions 
when,  because  of  the  terms  of  the  lease 
and  the  extent  of  the  lessee’s  authority 
over  the  U.S.  business,  the  lessee 
operates  the  business  as  if  it  were  the 
owner.  A  commenter  asked  whether  a 
long-term  lease  in  which  a  lessor 
retained  only  minimal  oversight 
responsibilities  and  the  ability  to 
impose  penalties  in  the  event  of  a 
contractual  breach  would  not  constitute 
a  “transaction”  under  §  800.224(f)  and 
the  example  in  §  800.224. 

The  Final  Rule  makes  no  change  to 
§  800.224(f)  or  the  example  in  §  800.224 
in  response  to  the  comment.  As  a 
general  matter,  and  as  reflected  in  the 


example  in  §  800.224,  the  more 
significant  the  substantive 
responsibilities  retained  by  the  lessor 
over  the  leased  property,  the  likelier 
that  the  lease  would  not  be  viewed  as 
a  transaction . 

Section  800.301(d) — Joint  Ventures 

The  Proposed  Rule,  in  §  800.301(d), 
harmonized  the  application  of  the  term 
“covered  transaction”  to  joint  ventures 
with  its  application  to  all  other 
transactions.  Thus,  the  Proposed  Rule 
provided  that  the  creation  of  a  joint 
venture  is  a  covered  transaction  if  a  U.S. 
business  is  contributed  to  the  joint 
venture  and  a  foreign  person  could  gain 
control  of  that  U.S.  business  through  the 
creation  of  the  joint  venture.  Example  1 
in  §  800.301(d)  of  the  Proposed  Rule 
stated  that  the  creation  of  a  50/50  joint 
venture  by  a  foreign  person  and  a  party 
that  contributes  a  U.S.  business  is  a 
covered  transaction,  with  respect  to  the 
U.S.  business.  A  commenter  suggested 
that  such  a  transaction  should  not  be  a 
covered  transaction  because  the  power 
that  the  foreign  person  has  over  the  U.S. 
business  is  no  greater  than  the  other 
party’s. 

The  Final  Rule  makes  no  change  in 
response  to  the  comment  described 
above.  To  the  extent  that  a  joint  venture 
involves  the  contribution  of  a  U.S. 
business,  a  foreign  50/50  joint  venture 
partner  would  obtain  the  same  degree  of 
power  over  the  important  matters 
affecting  that  joint  venture — and 
therefore  the  U.S.  business — as  if  the 
foreign  person  had  made  a  direct 
investment  in  that  U.S.  business  to 
obtain  a  50  percent  interest.  The 
acquisition  of  a  50  percent  interest  in  an 
existing  U.S.  business  is  not  viewed 
differently  with  regard  to  foreign  control 
based  on  whether  it  is  structured  as  a 
direct  investment  or  a  joint  venture. 
When  all  ownership  interests  in  a  U.S. 
business  are  held  by  two  equal  partners, 
each  partner  is  able  to  veto  all  important 
matters  affecting  the  U.S.  business,  so 
each  partner  controls  the  U.S.  business. 

Section  800.302(b)  of  the  Regulations 
Issued  in  1991 — Corporate 
Reorganizations 

The  Proposed  Rule  omitted  a 
provision  that  had  been  included  in  the 
1991  regulations,  at  §  800.302(b).  The 
omitted  provision  stated  that  an 
acquisition  is  not  subject  to  review 
under  section  721  if  the  parent  of  the 
entity  making  the  acquisition  is  the 
same  as  the  parent  of  the  entity  being 
acquired.  A  commenter  suggested 
reintroducing  the  omitted  provision  or 
confirming  that  the  principle  continues 
to  apply. 
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The  Final  Rule  does  not  reintroduce 
the  omitted  provision.  Section  721,  as 
amended  by  FINS  A,  requires  the 
Committee  to  review  any  transaction 
notified  to  it  that  could  result  in  control 
of  a  U.S.  business  by  a  foreign  person. 

A  corporate  reorganization  that  results 
in  a  new  foreign  person  acquiring 
control  of  a  U.S.  business  would  be  a 
covered  transaction,  even  though  the 
ultimate  parent  of  the  U.S.  business  may 
not  have  changed.  Thus,  the  Committee 
must  treat  such  a  reorganization  as  a 
covered  transaction.  Such  a 
reorganization,  however,  will  present 
national  security  considerations  only  in 
exceptional  cases,  as  is  explained  in 
greater  detail  in  guidance  that  the 
Department  of  the  Treasury,  as 
Chairperson  of  the  Committee,  is 
publishing  on  the  types  of  transactions 
that  the  Committee  has  reviewed  and 
that  have  presented  national  security 
considerations. 

Section  800.302(b) — Solely  for  the 
Purpose  of  Passive  Investment 

The  Proposed  Rule  provided  in 
§  800.302(c)  that  a  transaction  that 
results  in  a  foreign  person  holding  ten 
percent  or  less  of  the  outstanding  voting 
interests  in  a  U.S.  business  is  not  a 
covered  transaction  if  the  transaction  is 
“solely  for  the  purpose  of  investment.” 
In  §  800.223,  “solely  for  the  purpose  of 
investment"  was  defined  to  refer  to 
ownership  interests  in  which  the  person 
holding  or  acquiring  such  interests  has 
no  plan  or  intent  to  exercise  control, 
and  takes  no  actions  that  indicate 
otherwise.  Some  commenters  suggested 
that  the  term  “solely  for  the  purpose  of 
investment”  was  too  vague  and  created 
additional  uncertainty  for  portfolio 
investors.  A  commenter  also  suggested 
clarifying  that  investors  holding  less 
than  ten  percent  of  the  interests  of  a 
business  can  wield  significant 
influence. 

The  Final  Rule  addresses  these 
comments  by  clarifying  that  the  rule  for 
holdings  of  ten  percent  or  less  of  the 
outstanding  voting  interests  in  a  U.S. 
business — which  is  now  at  §  800.302(b) 
of  the  Final  Rule — applies  only  to 
interests  that  are  held  or  acquired 
“solely  for  the  purpose  of  passive 
investment.”  The  addition  of  the  word 
“passive”  emphasizes  that  this  rule  does 
not  pertain  to  a  transaction  if  the  foreign 
person  plans  or  intends  to  gain  control 
over  the  U.S.  business.  The  example  in 
§  800.223  of  the  Final  Rule  also  makes 
clear  that  the  Committee  will  consider 
whether  the  foreign  person’s  negotiation 
of  rights  constitutes  evidence  that  the 
foreign  person  possesses  a  purpose 
other  than  passive  investment.  Under 
the  Final  Rule,  a  transaction  would  not 


be  a  “covered  transaction”  if  the  foreign 
person  holds  ten  percent  or  less  of  the 
voting  shares  in  a  U.S.  business  and  the 
investment  is  passive  such  as  where,  for 
example,  the  foreign  investor  has  no 
affirmative  rights  other  than  the  ability 
to  vote  its  shares  pro  rata  and  no 
negative  rights  other  than  any  minority 
shareholder  protection  listed  in 
§  800.204(c)  or  as  considered  by  the 
Committee  on  a  case-by-case  basis 
under  §  800.204(d). 

A  commenter  also  suggested  that  the 
Proposed  Rule  be  revised  to  identify  a 
mechanism  for  tracking  whether,  after 
the  Committee  determines  that  this  rule 
applies  to  a  transaction,  the  foreign 
person  develops  plans  or  an  intent  to 
control  the  U.S.  business  or  takes  action 
inconsistent  with  passive  intent.  The 
Final  Rule  makes  no  change  to  the 
proposed  language  in  response  to  this 
comment.  The  Committee  will  inform 
the  parties  if  it  determines  a  notified 
transaction  is  not  a  covered  transaction 
because  the  investment  is  held  or 
acquired  solely  for  the  purpose  of 
passive  investment.  Should  material 
facts  change  in  the  future  relating  to 
whether  the  foreign  person  has  control 
of  the  U.S.  business,  the  transaction  may 
become  a  covered  transaction  subject  to 
section  721. 

A  commenter  also  suggested  that  the 
rule  regarding  transactions  solely  for  the 
purpose  of  passive  investment  should 
he  expressed  in  terms  of  whether  the 
foreign  person  has  ten  percent  or  less  of 
the  outstanding  “ownership  interest”  in 
the  U.S.  business,  rather  than  the 
“voting  interest.” 

The  Final  Rule  does  not  adopt  this 
suggestion  because  it  would  not  cover 
an  investor  whose  voting  power  in  a 
U.S.  business  is  disproportionately  large 
compared  to  its  ownership  interest. 

Such  an  investor  could  have  the  ability 
to  exercise  control,  even  though  its 
ownership  interest  is  under  the  ten 
percent  threshold.  For  example,  where  a 
company  has  issued  a  class  of  non¬ 
voting  stock,  it  is  possible  that  a  foreign 
person  may  have  ten  percent  or  less  of 
the  outstanding  stock  of  a  company,  but 
still  have  greater  than  ten  percent  of  the 
voting  stock,  possibly  giving  it  powers 
that  are  disproportionate  to  its  share  of 
all  outstanding  stock. 

Section  800.303 — Lending  Transactions 

The  Proposed  Rule,  at  §  800.303, 
established  a  special  rule  that  described 
the  circumstances  in  which  a  foreign  - 
lender  may  obtain  ownership  of 
collateral  hut  not  be  deemed  to  control 
that  collateral.  The  Proposed  Rule  also 
intended  to  clarify  that  a  lending 
transaction,  even  where  accompanied 
by  a  security  interest  in  property. 


ordinarily  does  not  convey  control. 
Several  commenters  expressed  concern 
that  §  800.303  could  be  read  to  suggest 
that  loans  could  be  considered  covered 
transactions  based  on  the  presence  of 
standard  negative  covenants  in  the  loan 
documents  and  requested  that  the 
Committee  clarify  that  this  is  not  the 
case. 

This  Final  Rule  revises  §  800.303  to 
provide  more  clearly  that  loans 
themselves  are  not  “transactions” 
(defined  in  §  800.224),  except  where  the 
foreign  person  acquires  economic  or 
governance  rights  in  the  U.S.  business 
characteristic  of  an  equity  investment, 
but  not  of  a  loan.  Loan  covenants  that 
give  the  lender  a  negative  right  over 
certain  decisions  of  the  borrower, 
therefore,  would  not  result  in  the  loan 
itself  being  subject  to  these  regulations, 
so  long  as  the  foreign  person  does  not 
acquire  economic  or  governance  rights 
in  the  U.S.  business  characteristic  of  an 
equity  investment  but  not  of  a  loan. 
Consistent  with  that  rule,  and  as 
provided  in  Example  3  in  §  800.303  of 
the  Final  Rule,  if  the  loan  agreement 
were  to  extend  to  the  lender  the  right  to 
be  on  the  board  of  the  borrower  and  the 
right  to  receive  dividends  from  the 
borrower,  the  loan  would  be  considered 
a  “transaction”  and  would  be  a  covered 
transaction  if  these  or  other  powers  that 
the  lender  receives  as  a  result  of  the 
loan  would  constitute  “control,”  as 
defined  in  §  800.204.  Note  that  the 
acquisition  of  control  of  a  U.S.  business 
by  a  foreign  lender  as  a  result  of  a 
borrower’s  default  on  a  loan  would  still 
be  considered  a  covered  transaction, 
except  in  the  circumstances  described 
in  §  800.303(c)  or  where  the  Committee 
determines  that  there  is  no  control  as  a 
result  of  its  assessment  of  the  factors 
identified  in  §  800.303(a)(2). 

Several  commenters  suggested  that,  in 
assessing  whether  a  loan  could  give  the 
lender  control  over  the  borrower,  the 
Committee  should  take  into  account  the 
fact  that  lending  transactions  and  banks 
are  subject  to  other  regulatory  regimes, 
both  in  the  United  States  and  abroad. 
Section  721,  however,  creates  a  separate 
statutory  process  from  that  created 
under  banking  and  other  laws,  with 
different  purposes  and  standards.  The 
Committee’s  determinations  regarding 
control  are  independent  of  such  other 
laws. 

The  Proposed  Rule,  at  §  800.303(a)(1), 
provides  that  the  Committee  will  accept 
a  notice  when  default  becomes 
imminent  or  some  “other  condition” 
arises  that  would  result  in  a  “significant 
possibility”  that  the  foreign  lender  may 
obtain  control  of  the  U.S.  business.  One 
commenter  asked  for  further 
clarification  of  what  “other  conditions” 
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are  and  what  constitutes  a  “significant 
possibility.”  As  a  general  matter,  the 
Committee  declines  to  accept  notices  of, 
covered  transactions  where  the 
occurrence  of  the  transaction  is 
speculative  or  remote.  Accordingly,  the 
Final  Rule  continues  to  provide  that  the 
Committee  will  accept  notices  of  loans 
that  do  not,  by  themselves,  constitute 
covered  transactions,  only  when, 
because  of  imminent  or  actual  default  or 
other  condition,  there  is  a  significant 
possibility  that  the  foreign  person  may 
obtain  control  of  the  U.S.  business.  Such 
a  “significant  possibility”  may  exist,  for 
example,  where  several  persons  other 
than  the  foreign  lender  also  have 
security  interests  in  the  same  collateral 
and  it  is  very  possible,  but  not  certain, 
that  the  foreign  lender  will  obtain 
control. 

Several  commenters  expressed 
concern  about  the  possible  effect  of 
§  800.303  on  the  validity  of  lenders’ 
security  interests.  For  example,  a 
security  interest,  upon  default,  may 
result  in  “control”  of  the  collateral  by 
the  lender,  and  section  721  authorizes 
the  President  to  suspend  or  prohibit 
covered  transactions  in  certain 
circumstances.  To  the  extent  that  a 
security  interest  may  be  suspended  or 
prohibited  by  the  President  under 
section  721  upon  default,  a  commenter 
objected  to  the  limitation  on  notifying 
the  transaction  until  default  becomes 
imminent  or  some  other  condition  arises 
that  would  result  in  a  significant 
possibility  that  the  foreign  lender  may 
obtain  control  of  the  U.S.  business  in 
which  it  has  a  security  interest.  The 
commenters  also  requested  that  the 
Committee  allow  a  reasonable  period  of 
time  for  a  lender  to  transfer  management 
decisions  or  day-to-day  control  over  the 
U.S.  business  to  U.S.  nationals. 

The  Final  Rule  recognizes  in 
§  800.303  that  foreign  persons  that  make 
loans  in  the  ordinary  course,  such  as 
commercial  banks,  do  not  do  so  in 
hopes  of  acquiring  control  over 
collateral  in  the  event  of  default  and 
retaining  possession  of  the  collateral 
indefinitely.  Section  800.303(a)(2) 
allows  the  Committee  to  provide  the 
foreign  person  with  the  time  needed  to 
dispose  of  collateral  of  which  it  has 
taken  possession,  so  long  as  the  foreign 
person  has  made  arrangements  to 
transfer  management  decisions  or  day- 
to-day  control  over  the  U.S.  business  to 
U.S.  nationals  during  the  interim 
period. 

Section  800.304 — Timing  Rule  for 
Convertible  Voting  Instruments 

Several  commenters  expressed 
concern  over  the  treatment  of 
convertible  voting  instruments  in 


§  800.302(b)  of  the  Proposed  Rule.  One 
commenter  suggested  that  the  Proposed 
Rule  might  inadvertently  eliminate  the 
Committee’s  flexibility  to  determine  on 
a  case-by-case  basis  whether  the 
acquisition  of  convertible  voting 
.instruments  should  be  deemed  to  confer 
control  even  without  the  conversion  of 
such  instruments.  Another  commenter 
suggested  that  the  Proposed  Rule’s 
treatment  of  convertible  voting 
instruments  inappropriately  would 
cover  transactions  that  result  in  foreign 
influence  falling  short  of  control, 
because  it  is  only  upon  conversion  that 
the  holder  receives  rights  relevant  to 
control. 

The  Final  Rule  revises  the  provision, 
which  now  appears  at  §800.304,  to 
further  clarify  that  the  Committee  will 
consider  the  circumstances  of 
conversion  in  order  to  determine 
whether  the  Committee  will  include  the 
rights  that  the  holder  will  obtain  upon 
conversion  in  its  assessment  of  whether 
a  notified  transaction  that  includes  such 
instruments  could  result  in  control.  This 
rule  allows  the  Committee  to  consider 
the  rights  that  would  result  from  the 
conversion  of  the  instruments  at  an 
appropriate  time.  In  some  cases,  such  as 
where  the  results  of  conversion  are 
reasonably  ascertainable  and  the 
conversion  is  in  the  near  future,  the 
Committee  will  consider  such  rights 
when  the  acquisition  of  the  convertible 
instruments  is  notified  to  the 
Committee.  In  other  cases,  such  as 
where  conversion  is  speculative  or 
remote,  the  Committee  may  choose  not 
to  consider  the  rights  that  would  result 
from  conversion  at  the  time  of  the 
notified  transaction.  In  such  cases, 
however,  the  Committee  consistent  with 
§  800.304(b),  may,  still  consider  whether 
the  acquisition  of  the  convertible  voting 
instruments  is  a  covered  transaction 
because  of  any  immediate  rights  that 
they  convey  to  the  holder  with  respect 
to  the  governance  of  the  entity  that 
issued  the  instruments.  Furthermore, 
once  the  conversion  of  the  instruments 
becomes  imminent,  it  may  be 
appropriate  for  the  Committee  to 
consider  the  rights  that  would  result 
from  conversion  and  whether  the 
conversion  is  a  covered  transaction. 

Section  800.401 — Procedures  for  Notice 

The  Proposed  Rule,  at  §800.401, 
explicitly  encouraged  parties  to  a 
transaction  to  consult  with  the 
Committee  prior  to  filing  a  notice.  The 
preamble  to  the  Proposed  Rule  made 
clear  that  pre-notice  consultations  give 
the  Committee  an  opportunity  to 
understand  the  transaction  and  to 
suggest  information  that  the  parties  may 
wish  to  include  in  their  notice  to  assist 


the  Committee  in  addressing  any 
national  security  considerations  as 
efficiently  as  possible.  Commenters 
asked  for  additional  information 
regarding  the  purpose  of  such  prefiling 
communications  and  when  such 
communications  would  be  appropriate. 

The  Final  Rule  leaves  §  800.401(f) 
unchanged.  Prefiling  consultations  may 
be  particularly  helpful  where  a  party  to 
the  transaction  has  not  previously 
prepared  a  notice  for  submission  to  the 
Committee  or  where  a  transaction  is 
unusually  complex.  Included  within  the 
broad  spectrum  of  prefiling 
consultations  that  may  be  helpful  are: 

(1)  Informing  the  Staff  Chairperson 
orally  or  in  writing  of  a  transaction  that 
may  be  filed  and  the  date  it  may  be 
filed;  (2)  requesting  in  writing  that  the 
Staff  Chairperson  modify  a  requirement 
in  §800.402,  as  further  described  below; 
(3)  asking  the  Staff  Chairperson 
procedural  questions  orally  or  in 
writing;  (4)  requesting  a  meeting  with 
the  Staff  Chairperson,  other  Treasury 
official,  or  other  Committee  staff,  to 
provide  information  on  a  transaction 
and  to  allow  the  Staff  Chairperson  and 
others  to  pose  questions  that  may  help 
the  party  identify  information  it  may 
wish  to  include  in  a  voluntary’  notice; 
and  (5)  providing  a  draft  of  the 
voluntary’  notice. 

Several  commenters  suggested  that 
the  Committee  provide  a  binding 
decision  on  whether  a  transaction  is  a 
covered  transaction  before  a  full 
voluntary  notice  is  submitted  to  the 
Committee  under  §  800.401.  One 
commenter  expressed  opposition  to  this 
proposal,  suggesting  that,  prior  to 
receipt  of  a  full  voluntary  notice,  the 
Committee  might  err  on  the  side  of 
caution  in  finding  that  transactions  are 
covered  transactions. 

The  Committee  has  not  made  any 
changes  in  the  Final  Rule  in  response  to 
these  comments.  The  Committee 
recognizes  the  potential  utility  of  a 
preliminary  determination  on  whether  a 
tran.saction  is  a  covered  transaction.  The 
proposal  for  a  timely,  yet  binding, 
decision  through  a  new  and  separate 
prefiling  process,  however,  would  create 
a  substantial  new  burden  on  the  CFIUS 
process,  thus  undermining  the 
Committee’s  ability  to  meet  its  statutory’ 
deadlines.  As  a  determination  that 
might  fall  outside  the  statutorily  defined 
review  and  investigation  process,  it  also 
raises  potential  concerns  regarding 
consistency  with  section  721  that  would 
require  further  examination. 

A  commenter  requested  that  the 
Department  of  the  "Treasury  accept 
voluntary  notices  without  requiring  that 
they  be  broken  into  multiple  electronic 
files.  The  Final  Rule  makes  no  changes 
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to  the  proposed  language  of  §800.401, 
which  makes  no  reference  to  this 
requirement.  The  Staff  Chairperson  does 
currently  request,  however,  that  large 
submissions  be  broken  into  smaller 
electronic  files  because  information 
technology  capabilities  vary  widely 
.  across  the  government  departments  and 
offices  to  which  the  Staff  Chairperson 
forwards  each  notice.  The  Department 
of  the  Treasury  is  exploring  options  to 
improve  the  process  for  receipt  and 
distribution  of  notices. 

Section  800.402 — Contents  of  Voluntary 
Notice 

The  Proposed  Rule,  at  §  800.402, 
expanded  the  information  that  must  be 
included  in  a  voluntary  notice 
submitted  to  the  Committee  to  require 
certain  additional  information  that  the 
Committee  routinely  has  requested  of 
parties.  Several  commenters  argued  that 
the  information  requirements  of 
§  800.402  are  onerous  and  suggested 
that  the  significant  time  and  expense 
that  they  predicted  would  be  required  to 
prepare  a  notice  may  discourage 
voluntary  filings.  Commenters  stated 
that  some  of  the  information 
requirements  may  not  be  relevant  in 
particular  cases  and  suggested  asking 
only  for  a  narrower  set  of  information  in 
each  case,  supplemented  by  additional 
data  based  on  the  type  of  industry, 
transaction,  or  the  parties.  A  commenter 
also  suggested  a  short-form  notice  that 
would  provide  the  parties  something 
less  than  the  safe  harbor  provided  in 
§  800.601  upon  the  Committee’s 
completion  of  its  review. 

The  Final  Rule  makes  several 
significant  changes  to  the  proposed 
language  of  §  800.402(c)  to  narrow  the 
scope  of  some  of  the  information 
required,  as  discussed  further  below.  In 
those  cases  where  the  information 
sought  under  §  800.402(c)  is  not 
applicable  to  the  notified  transaction, 
the  voluntary  notice  should  state  so. 
Except  where  the  Staff  Chairperson 
modifies  a  particular  information 
requirement  for  a  particular  filer  as 
described  below  or  where  a  party  states, 
and  the  Staff  Chairperson  agrees,  that  a 
request  is  not  applicable,  a  voluntary 
notice  will  not  comply  with  §  800.402  if 
any  information  required  in  §  800.402  is 
missing. 

In  extraordinary  cases,  parties  may 
request  that  the  Staff  Chairperson 
modify  an  information  requirement  in 
these  Final  Rules  for  a  particular 
transaction.  All  such  requests  must  be 
submitted  in  writirig  to  the  Staff 
Chairperson  before  filing  a  notice.  The 
Staff  Chairperson  will  consider 
accommodating  such  a  request  only  in 
the  exceptional  case  where  a 


requirement  would  place  an 
extraordinary  burden  on  the  parties  and 
where  modification  would  not  impair 
the  full  and  efficient  consideration  of 
the  transaction.  For  example,  the  Staff 
Chairperson  may  consider  a  request  by 
a  small  company  to  modify  the 
requirement  at  §  800.701(b),  to  allow  the 
company  to  submit  a  certified 
translation  of  only  portions  of  its  annual 
report.  The  Staff  Chairperson,  however, 
will  not  consider  waiving  the 
requirement  at  §  800.402(c)(6)(vi)  for 
personal  identifier  information 
regarding  certain  key  personnel.  If  the 
Staff  Chairperson  grants  the  request  for 
modification,  the  justification  that  was 
provided  in  the  written  request  must  be 
included  in  the  party’s  voluntary  notice. 
Even  after  a  request  has  been  granted, 
the  Committee  may  request  the 
information  after  the  notice  has  been 
submitted,  in  which  case  §  800.403(a)(3) 
will  apply,  and  completion  of  the 
review  or  investigation,  within  the 
constraints  of  section  721,  may  take 
longer  than  if  the  information  had  been 
provided  at  the  outset. 

A  commenter  requested  confirmation 
that  submission  of  a  voluntary  notice  is 
not  an  admission  that  a  transaction  is  a 
covered  transaction.  The  Committee 
will  not  treat  a  voluntary  filing  as  an 
admission  that  the  transaction  is  a 
covered  transaction.  Furthermore,  the 
Final  Rule  makes  a  minor  change  to  the 
proposed  language  of  §  800.402(j), 
clarifying  that  parties  filing  a  voluntary 
notice  are  required  to  state  their 
“opinion”  (rather  than  “full  statement 
of  [their]  view,”  as  provided  in  the 
Proposed  Rule)  as  to  whether  the 
transaction  is  a  covered  transaction. 

Commenters  suggested  changes  to  two 
proposed  information  requirements 
regarding  the  value  of  the  transaction. 
The  Final  Rule  modifies  the  proposed 
language  of  §  800.402(c)(l)(viij)  to 
request  a  “good  faith  approximation  of 
the  net  value  of  the  interest  acquired” 
rather  than  a  statement  of  the  full  value 
of  the  transaction  and  a  description  of 
how  it  was  derived.  The  Final  Rule 
modifies  the  proposed  language  of 
§  800.402(c)(3)(i)  to  require 
identification  of  the  methodology  used 
to  determine  market  share,  rather  than 
how  the  estimate  was  derived,  although 
the  Committee  may  request  such  an 
explanation  on  a  case-by-case  basis  after 
a  review  is  initiated. 

The  Proposed  Rule,  at 
§  800.402(c)(3)(iv),  required  filers  to 
identih'  each  contract  that  was  in  effect 
within  the  past  three  years  with  any 
U.S.  Government  agency.  In  response  to 
comments  suggesting  that  the  Proposed 
Rule  was  unnecessarily  broad,  the  Final 
Rule  significantly  narrows  the  proposed 


language,  requiring  identification  of  any 
contract  in  effect  within  the  past  three 
years  with  any  U.S.  Government  agency 
or  component  with  national  defense, 
homeland  security,  or  other  national 
security  responsibilities,  including  law 
enforcement  as  it  relates  to  defense, 
homeland  security,  or  national  security. 

The  Proposed  Rule,  at 
§  800.402(c)(3)(vi),  required  information 
regarding  rebranding  or  incorporation  of 
the  U.S.  business’s  products  or  services 
by  another  company  or  in  another 
company’s  products.  Several 
commenters  suggested  this  requirement 
may  prove  highly  burdensome  in  some 
cases.  The  Final  Rule  makes  no  change 
to  the  proposed  language.  In  those 
exceptional  cases  where  the 
requirement  is  extraordinarily 
burdensome,  however,  the  filer  may 
request  that  the  Staff  Chairperson 
modify  this  requirement,  subject  to  the 
conditions  stated  above  regarding  such 
requests.  Such  a  request  may  be 
considered,  for  example,  where  the  U.S. 
business  produces  and  sells  a  raw 
material  to  thousands  of  manufacturers. 

The  Proposed  Rule,  at 
§  800.402(c)(3)(vii),  required 
identification  of  priority  rated  contracts 
or  orders  for  the  past  three  years.  A 
commenter  noted  that  the  Proposed 
Rule  requested  information  on  the  target 
company’s  plans  to  ensure  that  it  or  any 
new  entity  formed  at  the  completion  of 
the  transaction  would  remain  in 
compliance  with  the  Defense  Priorities 
and  Allocations  System  (DP AS) 
regulations.  The  commenter  suggested 
that  the  language  be  amended  to  request 
a  statement  of  the  plans  of  the  acquiring 
party  (rather  than  the  U.S.  business 
itself)  to  ensure  compliance  of  the  U.S. 
business  or  newly  formed  U.S.  business 
with  the  DPAS  regulations.  The  Final 
Rule  makes  the  suggested  changes. 
Another  commenter  suggested  that  the 
requirement  that  parties  identify  all 
priority  rated  contracts  and  orders  for 
the  past  three  years  could  require  a 
voluminous  production.  The  Final  Rule 
makes  no  change  in  this  regard.  Parties 
that  comply  with  the  three-year  record¬ 
keeping  requirement  of  the  DPAS 
regulations  should  not  face  a  significant 
burden  in  complying  with  this 
subsection. 

The  Proposed  Rule,  at 
§  800.402(c)(3)(viii),  required  a 
description  and  copy  of  cyber  security 
plans.  A  commenter  suggested  this  may 
be  irrelevant  in  some  cases  and  could  be 
misinterpreted  to  suggest  that  a  cyber 
security  plan  is  expected  in  conjunction 
with  foreign  acquisitions.  The  Final 
Rule  makes  no  change  to  this  proposed 
requirement.  The  subsection  refers  to 
plans  that  any  company  may  have  to 
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protect  its  information  technology 
systems,  regardless  of  whether  the 
company  is  in  the  information 
technology  industry.  The  subsection 
requires  submission  of  any  such  cyber 
security  plan  but  does  not  state  a  view 
as  to  the  appropriateness  of  a  plan  in 
any  particular  case. 

A  commenter  interpreted 
§  800.402(c)(4)(i)  of  the  Proposed  Rule 
as  requiring  filers  to  identify  and 
classify  under  the  Export 
Administration  Regulations  (“EAR”) 
almost  every  item  that  the  U.S.  business 
produces  or  trades  in,  since  all  items 
subject  to  the  EAR  bear  at  least  the 
designation  EAR99.  As  noted  by  other 
commenters,  however,  this  subsection, 
which  has  not  been  modified  by  the 
Final  Rule,  allows  filers  to  provide 
commodity  classifications  for  items  by 
general  product  categories,  which  does 
not  require  the  identification  or 
classification  of  every  individual  item 
produced  or  traded. 

The  Proposed  Rule,  at 
§  800.402(c)(4)(ii)(B),  required  filers  to 
identify  articles  and  services  that  have 
not  been,  but  may  be,  designated  or 
determined  to  be  covered  by  the  U.S. 
Munitions  List  pursuant  to  22  CFR 
120.3.  Commenters  suggested  that  the 
scope  of  this  requirement  was 
ambiguous.  The  Final  Rule  revises  this 
provision  to  make  clear  that  the 
requirement  includes  articles  and 
services  “under  development”  that  may 
be  designated  or  determined  in  the 
future  to  be  defense  articles  or  defense 
services  pursuant  to  22  CFR  120.3. 

The  Proposed  Rule,  at 
§  800.402(c){5)(i),  required  filers  to 
identify  certain  licenses,  permits,  and  , 
authorizations  that  have  been  granted  by 
an  agency  of  the  U.S.  Government.  A 
commenter  questioned  whether  this 
would  extend  to  sewer  permits,  motor 
vehicle  licenses,  business  licenses,  and 
other  similar  state  or  local  permits, 
licenses  or  authorizations.  The  Final 
Rule  makes  no  change  tq  the  proposed 
subsection.  The  requirement  applies 
only  to  licenses,  permits,  and 
authorizations  that  have  been  granted  by 
an  agency  of  the  “United  States 
Government,”  a  term  which  refers  only 
to  federal — not  state  or  local — 
government. 

The  Proposed  Rule,  at 
§  800.402(c)(6)(ii),  required  filers  to 
identify  the  foreign  person’s  plans  with 
respect  to  the  U.S.  business’s 
operations.  A  commenter  suggested  that 
this  requirement  has  no  relation  to 
national  security.  The  Final  Rule  makes 
no  change  in  response  to  the  comment 
because  a  foreign  person’s  intentions 
with  respect  to  the  operations  of  the 
U.S.  business  may  be  central  to  the 


national  security  analysis,  depending  on 
the  relevance  of  the  business  to  U.S. 
national  security  interests. 

The  Proposed  Rule,  at 
§  800.402(c)(6){iv)(D),  required  filers  to 
state  whether  a  foreign  government  has 
any  affirmative  or  negative  rights  not 
already  identified  in  the  filing  that 
could  be  relevant  to  the  Committee’s 
determination  of  whether  the  notified 
transaction  is  a  foreign  government- 
controlled  transaction.  A  commenter 
suggested  that  the  requirement  be 
limited  to  “material”  rights.  The  Final 
Rule  makes  no  change  to  the  proposed 
language  because  the  requirement  is 
already  limited  to  rights  “that  could  be 
relevant”  to  the  determination  of 
whether  the  transaction  is  a  foreign 
government-controlled  transaction. 

'The  Proposed  Rule,  at 
§  800.402(c)(6)(vi)  and  (vii),  required 
filers  to  provide  certain  biographical 
and  personal  identifier  information  for 
certain  key  personnel  affiliated  with  the 
foreign  acquirer  and  its  parents. 
Commenters  asked  for  clarification 
regarding  how  the  two  sections  differ. 
Commenters  also  suggested  that  the 
information  be  required:  Only  for 
individuals  affiliated  with  the 
immediate  acquirer,  the  ultimate  parent, 
and  other  entities  that  have  control  or 
have  a  role  in  the  transaction:  only  if  the 
information  has  not  been  provided  in 
connection  with  another  transaction  in 
the  preceding  six  months;  or,  with 
regard  to  shareholders,  only  at  a 
threshold  higher  than  five  percent. 
Commenters  also  suggested  that  the 
scope  of  the  requirement  for  information 
on  government  and  military  service  be 
clarified  and  narrowed. 

The  Final  Rule  combines  the  two 
proposed  subsections  into 
§  800.402(c)(6){vi)  and  identifies  a  single 
group  of  individuals  for  whom  filers 
must  provide  a  curriculum  vitae  or 
similar  professional  synopsis  as  part  of 
the  main  notice,  as  well  as  certain  other 
personal  identifier  information  in  a 
separate  document  to  facilitate  special 
handling.  Such  information  must  be 
provided  for  each  member  of  the  board 
of  directors  and  each  officer  of  the 
foreign  person  engaged  in  the 
transaction  and  its  immediate, 
intermediate,  and  ultimate  parents  (see 
§  800.219  for  the  definition  of  “parent”), 
and  for  any  individual  having  an 
ownership  interest  of  five  percent  or 
more  in  the  foreign  person  engaged  in 
the  transaction  and  in  its  ultimate 
parent.  The  Final  Rule  does  not  remove 
this  requirement  with  respect  to  foreign 
acquirers  that  were  involved  in  a 
transaction  within  the  preceding  six 
months  because  the  storage  and  retrieval 
of  such  information  w'ould  create 


substantial  new  burdens  on  the 
Committee.  The  Final  Rule,  at 
§  800.402(c)(6)(vi),  also  narrows  the 
foreign  military  service  information 
requirement.  Filers  are  not  required  to 
provide  details  of  foreign  military 
service  where  the  service  was  at  a  rank 
below  the  top  two  non-commissioned 
ranks  of  the  foreign  country.  Filers  must 
continue  to  provide  the  dates  and  nature 
of  all  other  military  and  government 
service. 

Section  800.403 — Deferral,  Rejection,  or 
Disposition  of  Certain  Voluntary  Notices 

The  Proposed  Rule  provided  in 
§  800.403(a)(3)  that  the  Staff 
Chairperson  of  the  Committee  may 
reject  a  voluntary  filing  if  a  party  fails 
to  provide  any  follow-up  information 
requested  by  CFIUS  witbin  two  business 
days.  Many  commenters  suggested  that 
this  requirement  was  too  onerous  and 
suggested  expansion  of  the  response 
time  to  three  or  five  business  days.  One 
commenter  also  asked  the  Committee  to 
clarify  that  holidays  in  both  the  United 
States  and  in  the  responding  foreign 
party’s  home  country  woidd  not  bo 
counted  as  business  days. 

Tbe  Final  Rule  revises  §  800.403(a)(3) 
to  extend  the  time  allowed  to  a  party  to 
respond  to  a  request  for  follow-up 
information  to  three  business  days, 
which  appropriately  balances  the 
burden  to  parties  to  a  transaction 
notified  to  CFIUS  and  the  needs  of  the 
Committee  to  complete  a  review  or 
investigation  on  a  timely  basis.  The 
Final  Rule  also  adds  a  definition  of 
“business  day”  at  §  300.201  to  exclude 
legal  public  holidays  in  the  United 
States.  This  definition  does  not  exclude 
other  countries’  holidays,  so  as  to 
encourage  a  uniformly  efficient  review 
process. 

Section  800.503 — Determination  of 
Whether  To  Undertake  an  Investigation 

The  Proposed  Rule  reiterated  in 
§  800.503(a)  the  standards  provided  by 
statute  and  Executive  Order  for 
initiating  an  investigation.  Two 
comni'enters  suggested  that  the 
standards  were  not  clear  or  objective. 
They  asked  that  the  regulations  identify 
the  factors  that  agencies  must  consider 
in  assessing  whether  there  is  a  threat  to 
national  security  and  require  disclosure 
of  the  rationale  for  the  Committee’s 
determination.  Two  commenters 
suggested  that  one  of  the  standards  in 
particular — at  §  800.503(a)(1) — would 
make  investigations  inevitable  in  most 
cases,  since  it  can  be  triggered  by  any 
one  member  of  the  Committee  other 
than  an  ex  officio  member. 

The  Final  Rule  makes  no  changes  to 
the  proposed  text  of  §  800.503.  The 
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standards  for  initiation  of  investigations 
are  drawn  directly  from  section 
721(b)(2)(B)  and  section  6(b)  of 
Executive  Order  11858.  Even  after 
FINSA  became  effective  on  October  24, 
2007,  the  vast  majority  of  cases  have 
been  completed  within  the  initial  30- 
day  review  period,  demonstrating  that 
the  standards  for  initiation  of 
investigations  do  not  make 
investigations  inevitable. 

Section  721(f)  identifies  factors  for  the 
Committee  to  consider,  as  appropriate, 
in  assessing  effects  of  a  covered 
transaction  on  national  security. 
Guidance  on  the  types  of  transactions 
that  have  raised  national  security 
considerations  that  the  Department  of 
the  Treasury,  as  Chairperson  of  the 
Committee,  will  publish  separately  in 
the  Federal  Register  consistent  with 
with  section  721(b)(2)(E)  provides 
additional  context  for  those  factors.  The 
Committee’s  assessment  of  the  national 
security  effects  of  covered  transactions 
is  based  on,  among  other  things, 
sensitive  business  information 
submitted  by  the  parties  and  classified 
U.S.  Government  information.  Thus,  the 
rationale  for  the  Committee’s 
determination  in  any  particular  case 
cannot  be  made  public.  Safeguards  in 
section  721  and  Executive  Order  11858, 
however,  ensure  that  actions  taken  by 
the  President  or  the  Committee  are 
taken  only  to  address  legitimate  national 
security  concerns.  For  example,  any  risk 
mitigation  must  be  based  on  a  written 
analysis  of  the  national  security  risk 
posed  by  the  covered  transaction  and  of 
the  risk  mitigation  measures  believed  to 
be  reasonably  necessary  to  address  the 
risk.  In  addition,  the  President  cannot 
exercise  his  authority  to  suspend  or 
prohibit  a  covered  transaction  under 
section  721  unless  he  finds:  (1)  That 
there  is  credible  evidence  that  leads  the 
President  to  believe  that  the  foreign 
interest  exercising  control  might  take 
action  that  threatens  to  impair  the 
national  security;  and  (2)  that  provisions 
of  law,  other  than  section  721  and  the 
International  Emergency  Economic 
Powers  Act,  do  not,  in  the  judgment  of 
the  President,  provide  adequate  and 
appropriate  authority  for  the  President 
to  protect  the  national  security. 

A  commenter  also  noted  that  the 
standard  for  initiating  an  investigation 
set  forth  in  §  800.503(b)(2)  of  the 
Proposed  Rule  omits  a  phrase  included 
in  section  721(b)(2)(B)(i)(III).  The 
commenter  asked  that  the  phrase  “by 
assurances  provided  or  renewed  with 
the  approval  of  the  Committee”  be 
added  to  the  proposed  text  of 
§  800.503(h)(2),  to  remind  parties  that 
national  security  concerns  m^y  be 
mitigated  by  prior  mitigation 


agreements.  The  Final  Rule  does  not 
make  the  requested  addition.  The  point 
that  the  commenter  wished  to 
emphasize  through  the  addition  is 
correct.  Entering  into  mitigation 
agreements,  however,  is  not  the  only 
means  of  resolving  any  national  security 
concerns.  The  Committee  may  also 
determine  that  any  such  concerns  can 
be  resolved  through  other  applicable 
laws  besides  section  721  that  adequately 
address  national  security  risks  raised  by 
a  covered  transaction. 

A  commenter  suggested  that  foreign 
government-controlled  transactions 
should  not  be  subject  to  an  automatic 
investigation  trigger.  Section 
721(b)(2)(B),  however,  requires  that  the 
Committee  conduct  an  investigation  of 
foreign  government-controlled 
transactions.  The  Committee  is  allowed, 
pursuant  to  section  721(b)(2)(D)  to 
conclude  review  of  such  a  transaction 
without  initiating  an  investigation  if  the 
Department  of  the  Treasury  and  the  lead 
agency  determine  at  the  Deputy 
Secretary  level  or  higher  that  the 
transaction  will  not  impair  the  national 
security  of  the  United  States. 

A  commenter  also  suggested  that  the 
review  and  investigation  schedule  be 
condensed  to  a  shorter  period  than  the 
statutory  maximum  30-day  review  and 
45-day  investigation  to  minimize  the 
impact  on  covered  transactions 
reviewed  by  the  Committee.  Two 
commenters  also  asked  that  the 
regulations  guarantee  that  the  parties  to 
a  reviewed  transaction  will  be  informed 
several  days  before  the  end  of  the  30- 
day  review  period  if  risk  mitigation  will 
be  required.  The  commenters  noted  that 
if  the  need  for  risk  mitigation  is  not 
determined  until  near  the  end  of  the  30- 
day  review,  there  may  be  insufficient 
time  to  reach  resolution  of  concerns 
before  the  end  of  that  period,  resulting 
in  an  otherwise  unnecessary  45-day 
investigation. 

The  Final  Rule  makes  no  changes  to 
the  proposed  text  of  §  800.503  or  other 
sections  in  response  to  these  comments. 
The  Committee  seeks  to  conclude  each 
case,  as  well  as  to  engage  parties 
regarding  the  need  for  risk  mitigation,  as 
soon  as  practicable.  The  maximum 
timeframes  for  reviews  and 
investigations  are  established  by  section 
721.  They  have  proven  in  practice  to  be 
appropriate  for  numerous  reasons:  many 
officials  from  the  various  U.S. 
Government  agencies  that  comprise  the 
Committee,  including  senior  officials, 
are  involved  in  the  Committee’s 
determinations;  the  important  national 
security  responsibility  entrusted  to  the 
Committee  requires  robust,  often  time- 
consuming  analysis  of  each  case;  many 
of  the  transactions  reviewed  by  the  . 


Committee  are  complex;  and  the 
Committee’s  caseload  is  significant. 

The  Final  Rule  does  implement 
changes  to  the  CFIUS  process  that  are 
intended  to  maximize  efficiency  and 
ensure  timely  consideration  of 
transactions  notified  to  the  Committee. 
These  changes  include,  among  others, 
encouragement  of  prefiling 
consultations,  expansion  of  the  required 
contents  of  voluntary  notices  to  include 
information  that  the  Committee,  in 
practice,  has  been  requesting  during  the 
course  of  reviews,  and  requirements  that 
the  Staff  Chairperson  take  certain 
administrative  actions  promptly  or 
within  defined  periods  of  time. 

Section  800.508 — Role  of  the  Secretary 
of  Labor 

The  Proposed  Rule,  at  §  800.508, 
provided  a  role  for  the  Secretary  of 
Labor  with  respect  to  mitigation 
agreements,  as  required  by  section 
721(h)(3)(C).  A  commenter  suggested 
that  the  role  defined  for  the  Secretary  of 
Labor  was  too  narrow  and  that  the 
regulations  should  make  clear  that  the 
Chairperson  can  seek  the  Secretary  of 
Labor’s  input  on  other  occasions,  as 
appropriate.  Another  commenter 
suggested  that  the  meaning  of  §  800.508 
was  ambiguous.  A  commenter  also 
asked  that  the  regulations  make  clear 
that  mitigation  agreements  should  not 
violate  any  U.S.  laws,  rather  than  only 
labor  laws. 

The  Final  Rule  revises  the  proposed 
text  of  §  800.508  to  expand  the  Secretary 
of  Labor’s  role  and  to  focus  it  on 
employment  laws,  rather  than  labor 
laws.  The  Final  Rule  also  adds  language 
to  emphasize  that  the  Secretary  of  Labor 
will  have  no  other  policy  role.  This 
reinforces  the  Committee’s  focus, 
consistent  with  section  721,  on  national 
security  alone,  rather  than  broader 
economic  or  other  national  interests,  for 
example,  the  effect  of  foreign 
investment  on  domestic  employment 
levels. 

The  Final  Rule  retains  the  provision 
addressing  consistency  of  mitigation 
agreements  with  employment  laws, 
rather  than  all  U.S.  laws,  not  because 
the  Committee  believes  that  mitigation 
agreements  may  be  inconsistent  with 
other  applicable  U.S.  laws,  but  because 
§  800.508  addresses  solely  the  advice 
that  will  be  sought  from  the  Secretary  of 
Labor. 

Section  800.601 — Finality  of  Actions 
Under  Section  721 

The  Proposed  Rule  revised 
§  800.601(a)  to  clarify  the  circumstances 
under  which  the  authority  under  section 
721(d)  will  not  be  exercised.  Paragraph 
(1)  of  §800.601  (a)  pertains  to  the 
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situation  in  which  the  Committee  finds 
that  a  transaction  notified  to  it  is  not  a 
covered  transaction.  Paragraphs  (2)  and 
(3)  pertain  to  the  situation  in  which  a 
transaction  notified  to  the  Committee  is 
found  to  be  a  covered  transaction,  and 
either  the  Committee  has  advised  the 
parties  in  writing  that  it  has  concluded 
all  action  under  section  721,  or  the 
President  has  announced  his  decision 
not  to  exercise  his  authority  under 
section  721  with  respect  to  the  covered 
transaction.  These  provisions  do  not 
preclude  exercise  of  authority  under 
section  721(d)  with  respect  to  any  other 
covered  transaction. 

The  following  example  illustrates  a 
situation  in  which  §  800.601(a)(2)  would 
apply  and  a  situation  in  which  it  would 
not  apply:  Corporation  A,  a  foreign 
person,  owns  a  non-controlling  interest 
in  Corporation  B,  another  foreign 
person.  Corporation  B  notifies  the 
Committee  of  a  proposed  purchase  of  a 
controlling  interest  in  Corporation  X,  a 
U.S.  business.  The  Committee 
determines  that  Corporation  B’s 
purchase  is  a  covered  transaction,  and 
,  the  parties  are  advised  in  writing  that 
the  Committee  has  concluded  all  action 
under  section  721  with  respect  to  that 
transaction.  Section  800.601(a)(2)  would 
apply  to  that  transaction.  Corporation  A 
subsequently  engages  in  another 
transaction  to  increase  its  interest  in 
Corporation  B  to  51  percent  and  obtain 
control  of  Corporation  B.  Section 
800.601(a)(2)  would  not  apply  to  this 
later  transaction.  This  later  transaction 
would  be  a  covered  transaction  because 
it  results  in  Corporation  A’s  control  of 
Corporation  X,  a  U.S.  business. 

The  Proposed  Rule  excluded 
provisions  in  the  1991  regulations 
pertaining  to  the  President’s  authority 
that  are  not  necessary  to  include  in 
regulation  because  they  are  already 
addressed  in  FINSA.  The  Proposed  Rule 
also  described  circumstances  under 
which  the  Committee  may  reopen  a 
review  of  a  covered  transaction  as  to 
which  the  Committee  previously  had 
concluded  all  action  under  section  721. 
A  commenter  stated  that  the  regulations 
should  incorporate  section 
721(b)(l)(D)(iii),  which  permits 
reopening  of  a  review  as  a  result  of 
certain  intentional  material  breaches  of 
mitigation  agreements.  Commenters  also 
asked  for  clarification  regarding  the 
process  the  Committee  would  follow 
upon  reopening  a  review. 

The  Final  Rule  amends  the  proposed 
text  of  §  800.601  to  delete  the 
description  of  circumstances  under 
which  the  Committee  may  reopen  a 
review  of  a  covered  transaction  as  to 
which  the  Committee  previously  had 
concluded  all  action.  As  provided  under 


Executive  Order  11858,  the  Committee 
may  reopen  a  review  of  a  covered 
transaction  for  which  the  Committee  has 
concluded  action  only  in  those 
extraordinary  circumstances  authorized 
under  section  721,  including  section 
721(b)(l)(D)(iii).  In  determining  whether 
to  reopen  a  review  for  material 
misstatement  or  omission,  the 
Committee  generally  will  not  consider 
as  material  minor  inaccuracies, 
omissions,  or  changes  relating  to 
financial  or  commercial  factors  not 
having  a  bearing  on  national  security,  as 
provided  in  the  new  §  800.509. 

Where  section  721  authorizes  the 
Committee  to  reopen  a  review  of  a 
covered  transaction  as  to  which  the 
Committee  previously  had  concluded 
all  action,  the  new  review  will  be 
subject  to  the  same  procedural  rules  and 
requirements  prescribed  by  section  721 
and  the  regulations  for  notices  of  a 
covered  transaction  filed  with  the 
Committee  by  an  agency  under 
§  800.401(c). 

Section  800. 702 — Confidentiality 

The  Proposed  Rule,  at  §  800.702, 
clarified  that  confidentiality  protections 
apply  to  information  provided  to  CFIUS 
during  the  course  of  a  withdrawal  or 
with  regard  to  a  notice  that  is  rejected 
under  §  800.403.  The  preamble  to  the 
Proposed  Rule  noted  that,  under 
§  800.401(f),  information  provided 
during  the  course  of  pre-notice 
consultations  is  also  protected  by  the 
confidentiality  provisions  of  section 
721(c)  and  §800.702.  In  addition, 

§  800.702(c)  made  clear  that  public 
statements  of  the  Chairperson  or  his 
designee  may  reflect  information  that 
the  parties  to  the  transaction  have 
already  themselves  publicly  disclosed. 

Several  commenters  suggested  that 
the  confidentiality  provisions  of 
§  800.702  were  inadequate  because  they 
may  not  extend  to  information  provided 
during  the  course  of  pre-notice 
consultations  if  no  notice  is  ultimately 
filed  with  the  Committee  and  because 
they  do  not  provide  clear  civil  remedies 
to  parties  for  violations  of 
confidentiality.  Two  commenters  also 
expressed  concern  over  the  potential 
involvement  of  Congress  during  the 
course  of  the  Committee’s  review  of  a 
covered  transaction. 

The  Final  Rule  amends  the  proposed 
text  of  §  800.702  to  explicitly  extend  the 
confidentiality  provisions  under  the 
section  to  information  or  documentary 
material  provided  during  the  course  of 
pre-notice  consultations  pursuant  to 
§  800.401(f),  regardless  of  whether  a 
notice  is  ultimately  filed  with  the 
Committee.  Further,  the  Final  Rule 
makes  clear  that  the  confidentiality 


provisions  will  continue  to  apply  even 
when  the  transaction  is  no  longer  before 
the  Committee. 

The  Final  Rule  makes  no  changes  in 
response  to  the  comments  regarding 
civil  remedies  for  violations  of 
confidentiality.  The  confidentiality 
requirements  under  section  721(c)  and 
§  800.702  bind  the  entire  Executive 
Branch.  Further,  section  721(g)(2)(A) 
applies  section  721(c)  to  briefings 
provided  to  the  U.S.  Congress  under 
section  721(g)(1),  and  section 
721(g)(2)(B)  provides  additional 
confidentiality  assurances  regarding 
proprietary  information  provided  to 
Congress.  Nothing  in  the  regulations 
prevents  parties  from  seeking  any 
remedies  available  under  existing  law  to 
prevent  or  redress  violation  of  these 
confidentiality  provisions.  The 
Committee  may  also  refer  violations  of 
these  provisions  to  the  Department  of 
Justice  for  investigation  and  prosecution 
under  50  U.S.C.  App.  2155(d),  which 
provides  for  fines  and  imprisonment.  It 
is  also  important  to  note  that  FINSA 
provides  for  reporting  to  Congress  on 
each  covered  transaction  only  after  all 
deliberative  action  is  complete. 

Section  800.801 — Penalties 

The  Proposed  Rule,  at  §  800.801, 
provided  for  the  imposition  of  civil 
penalties  for  any  violation  of  section 
721,  including  a  violation  of  any 
mitigation  agreement  entered  into  or 
conditions  imposed  pursuant  to  section 
721(1).  The  preamble  to  the  Proposed 
Rule  made  clear  that  civil  monetary 
penalties  could  be  imposed  with  regard 
to  transactions  entered  into  on  or  after 
the  effective  date  of  FINSA,  October  24, 
2007.  In  addition,  §  800.801(c) 
authorized  CFIUS  to  include  in  any 
mitigation  agreement  described  in 
section  721(1)  a  liquidated  damages 
provision  tied  to  the  harm  to  the 
national  security  that  could  result  from 
a  breach. 

A  commenter  expressed  concern  that 
the  civil  penalties  provided  for  in 
§  800.801  of  the  Proposed  Rule  were  so 
high  as  to  potentially  discourage  parties 
from  filing  voluntary  notices  with  the 
Committee.  Another  commenter,  noting 
that  penalties  for  certain  breaches  of 
mitigation  agreements  may  be  up  to  the 
value  of  the  transaction,  suggested  that 
the  Committee  set  an  upper  bound  to 
such  penalties  for  particularly  large 
transactions.  A  commenter  also  asked 
whether  penalties  for  violations  of 
mitigation  agreements  under  section  721 
will  be  separate  from  penalties  assessed 
by  the  Department  of  Defense  under 
agreements  to  mitigate  foreign 
ownership,  control,  and  influence  under 


70716 


Federal  Register / Vol.  73,  No.  226 /Friday,  November  21,  2008 /Rules  and  R^ulations 


the  National  Industrial  Security  Program 
Operating  Manual  (NISPOM). 

The  Final  Rule  amends  the  proposed 
text  of  §  800.801  to  specify  that  civil 
penalties  may  be  imposed  under  the 
section  only  if  the  action  that  could  give 
rise  to  civil  penalties  occurs  on  or  after 
the  effective  date  of  the  Final  Rule.  The 
Final  Rule  also  adds  a  requirement  that 
the  determination  to  impose  civil 
penalties  under  §  800.801  must  be  made 
by  the  members  of  the  Committee 
named  in  FINSA  and  Executive  Order 
11858,  except  to  the  extent  delegated  by 
such  official. 

The  Final  Rule  makes  no  other 
changes  to  the  proposed  text  of 
§  800.801  in  response  to  public 
comments  received.  CFIUS  retains  the 
discretion  to  impose  less  than  the 
maximum  penalty  identified  in 
§  800.801,  depending  on  the  nature  of 
the  violation.  The  Final  Rule  also 
affords  parties  the  opportunity  to  submit 
a  petition  for  reconsideration  of  any 
decision  to  impose  a  penalty. 
Furthermore,  the  maximum  penalty 
amounts  provided  for  in  §  800.801  are 
consistent  with  the  statutory  penalty 
scheme  under  the  International 
Emergency  Economic  Powers  Act,  a 
statute  that  provides  the  authority  for  a 
number  of  regulations  related  to 
national  security. 

Mitigation  agreements  or  conditions 
entered  into  or  agreed  to  pursuant  to 
section  721(1)  are  separate  from 
agreements  reached  under  the  NISPOM 
pursuant  to  separate  legal  authority  of 
the  Department  of  Defense.  In  general, 
the  remedy  and  penalty  provisions  of 
the  former  type  of  mitigation  agreements 
or  conditions  have  no  bearing  on  the 
applicability  or  enforceability  of  remedy 
and  penalty  provisions  in  the  latter  type 
of  agreement. 

Executive  Order  12866 

These  regulations  are  not  subject  to 
the  requirements  of  Executive  Order 
12866  because  they  relate  to  a  foreign 
affairs  function  of  the  United  States. 

Paperwork  Reduction  Act 

The  collection  of  information 
contained  in  this  rule  has  been 
approved  by  the  Office  of  Management 
and  Budget  in  accordance  with  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3507(d))  and  assigned  control 
number  1505-0121. 

Under  the  Paperwork  Reduction  Act, 
an  agency  may  not  conduct  or  sponsor, 
and  a  person  is  not  required  to  respond 
to,  a  collection  of  information  unless  it 
displays  a  valid  control  number 
assigned  by  the  Office  of  Management 
and  Budget. 


Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act 
(“RFA”)  (5  U.S.C.  601  et  seq.)  generally 
requires  an  agency  to  prepare^  a 
regulatory  flexibility  analysis  unless  the 
agency  certifies  that  the  rule  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
The  RFA  applies  when  an  agency  is 
required  to  publish  a  general  notice  of 
proposed  rulemaking  under  section 
553(b)  of  the  Administrative  Procedure 
Act  (5  U.S.C.  553(b)),  or  any  other  law. 
As  set  forth  below,  because  regulations 
issued  pursuant  to  the  Defense 
Production  Act  of  1950  (50  U.S.C.  App. 
2170)  are  not  subject  to  the 
Administrative  Procedure  Act,  or  other 
law  requiring  the  publication  of  a 
general  notice  of  proposed  rulemaking, 
the  RFA  does  not  apply. 

This  regulation  implements  section 
721  of  the  DPA.  Section  709  of  the  DPA 
(50  U.S.C.  App.  2159,  as  amended  by 
section  136  of  the  Defense  Production 
Act  Amendments  of  1992  (Pub.  L.  102- 
558))  provides  that  the  regulations 
issued  under  it  are  not  subject  to  the 
rulemaking  requirements  of  the 
Administrative  Procedure  Act.  Section 
709  of  the  DPA  instead  provides  that 
any  regulation  issued  under  the  DPA  be 
published  in  the  Federal  Register  and 
opportunity  for  public  comment  be 
provided  for  not  less  than  30  days. 
(Similarly,  FINSA  requires  the  President 
to  direct  the  issuance  of  implementing 
regulations  subject  to  notice  and 
comment.)  Section  709  of  the  DPA  also 
provides  that  all  comments  received 
during  the  public  comment  period  be 
considered  and  the  publication  of  the 
final  regulation  contain  written 
responses  to  such  comments.  Legislative 
history  demonstrates  that  Congress 
intended  that  regulations  under  the  DPA 
be  exempt  from  the  notice  and  comment 
provisions  of  the  Administrative 
Procedure  Act  and  instead  provided  that 
the  agency  include  a  statement  that 
interested  parties  were  consulted  in  the 
formulation  of  the  regulation.  See  H.R. 
Conf.  Rep.  No.  102-1028,  at  42  (1992) 
and  H.R.  Rep.  No.  102-208  pt.  1,  at  28 
(1991).  The  limited  public  participation 
procedures  described  in  the  DPA  do  not 
require  a  general  notice  of  proposed 
rulemaking  as  set  forth  in  the  RFA. 
Further,  the  mechanisms  for  publication 
and  public  participation  are  sufficiently 
different  to  distinguish  the  DPA 
procedures  from  a  rule  that  requires  a 
general  notice  of  proposed  rulemaking. 
In  providing  the  President  with  the 
authority  to  suspend  or  prohibit  the 
acquisition,  merger,  or  takeover  of  a 
domestic  firm  by  a  foreign  firm  if  such 
action  would  threaten  to  impair  the 


national  security.  Congress  could  not 
have  contemplated  that  regulations 
implementing  such  authority  would  be 
subject  to  RFA  analysis.  For  these 
reasons,  the  RFA  does  not  apply  to  these 
regulations. 

Notwithstanding  the  inapplicability  of 
the  RFA,  we  certify  that  this  rule  would 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  These  regulations  provide  for  a 
voluntary  system  of  notification,  and 
historically  fewer  than  10  percent  of  all 
foreign  acquisitions  of  U.S.  businesses 
are  notified  to  CFIUS.  Typically,  some 
of  the  notices  filed  with  CFIUS  concern 
U.S.  companies  that  would  qualify  as 
small  entities.  It  is  estimated  that  an 
average  filing  requires  about  1 00  hours 
of  preparation  time.  It  is  estimated  that 
between  100  and  200  notices  will  be 
filed  with  CFIUS.  annually  over  the  next 
few  years.  Few  cases  end  with 
mitigation  agreements.  There  were  16 
mitigation  agreements  in  2006,  14  in 
2007,  and  fewer  than  5  to  date  in  2008. 
As  such,  a  substantial  number  of  entities 
are  not  impacted  by  these  rules 
regardless  of  their  size.  We  also  note 
that  these  regulations,  to  a  substantial 
degree,  merely  provide  a  detailed 
explanation  of  the  current  burdens  of 
complying  with  CFIUS  procedures  and 
do  not  impose  significant  new  burdens 
on  entities  subject  to  CFIUS. 

List  of  Subjects  in  31  CFR  Part  800 

Foreign  investments  in  the  United 
States,  Investigations,  National  defense. 
Reporting  and  recordkeeping 
requirements. 

■  Accordingly,  under  the  authority  at  50 
U.S.C.  App.  2170(h),  for  the  reasons 
stated  in  the  preamble,  the  Department 
of  the  Treasury  amends  31  CFR  chapter 
VIII  as  follows: 

CHAPTER  VIII— OFFICE  OF 
INVESTMENT  SECURITY, 
DEPARTMENT  OF  THE  TREASURY 

■  1.  The  heading  for  chapter  VIII  is 
revised  to  read  as  set  forth  above. 

■  2.  Part  800  is  revised  to  read  as 
follows: 

PART  800— REGULATIONS 
PERTAINING  TO  MERGERS, 
ACQUISITIONS,  AND  TAKEOVERS  BY 
FOREIGN  PERSONS 

Subpart  A — General 

Sec. 

800.101  Scope. 

800.102  Effect  on  other  law. 

800.103  Applicability  rule;  prospective 
application  of  certain  provisions. 

800.104  Transactions  or  devices  for 
avoidance. 
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Subpart  B — Definitions 

.800.201  Business  day. 

800.202  Certification. 

800.203  Committee;  Chairperson  of  the 
Committee;  Staff  Chairperson. 

800.204  Control. 

800.205  Conversion. 

800.206  Convertible  voting  instrument. 

800.207  Covered  transaction. 

800.208  Critical  infrastructure. 

800.209  Critical  technologies. 

80(1.210  Effective  date. 

800.211  Entity. 

800. 2 1 2  F oreign  entity. 

800.213  Foreign  government. 

800.214  Foreign  government-controlled 
transaction. 

800.215  Foreign  national. 

800.216  Foreign  person. 

800.217  Hold. 

800.218  Lead  agency. 

800.219  Parent. 

800.220  Party  or  parties  to  a  transaction. 

800.221  Person. 

800.222  Section  721. 

800.223  Solely  for  the  purpose  of  passive 
investment. 

800.224  Transaction. 

800.225  United  States. 

800.226  U.S.  business. 

800.227  U.S.  national. 

800.228  Voting  interest. 

Subpart  C — Coverage 

800.301  Transactions  that  are  covered 
transactions. 

800.302  Transactions  that  are  not  covered 
transactions. 

800.303  Lending  transactions. 

800.304  Timing  rule  for  convertible  voting 
instruments. 

Subpart  D — Notice 

800.401  Procedures  for  notice. 

800.402  Contents  of  voluntary  notice. 

800.403  Deferral,  rejection,  or  disposition  of 
certain  voluntary  notices. 

Subpart  E — Committee  Procedures:  Review 
and  Investigation 

800.501  General. 

800.502  Beginning  of  thirty-day  review 
period. 

800.503  Determination  of  whether  to 
undertake  an  investigation. 

800.504  Determination  not  to  undertake  an 
investigation. 

800.505  Commencement  of  investigation. 

800.506  Completion  or  termination  of 
investigation  and  report  to  the  President. 

800.507  Withdrawal  of  notice. 

800.508  Role  of  the  Secretary  of  Labor. 

800.509  Materiality. 

Subpart  F — Finality  of  Action 

800.601  Finality  of  actions  under  section 
721. 

Subpart  G — Provision  and  Handling  of 
Information 

800.701  Obligation  of  parties  to  provide 
information. 

800.702  Confidentiality. 

Subpart  H — Penalties 

800.801  Penalties. 


Authority:  50  U.S.C.  App.  2170;  E.O. 

11858,  as  amended,  73  FR  4677. 

Subpart  A — General 

§800.101  Scope. 

The  regulations  in  this  part 
implement  section  721  of  title  VII  of  the 
Defense  Production  Act  of  1950  (50 
U.S.C.  App.  2170),  as  amended, 
hereinafter  referred  to  as  “section  721.” 
The  definitions  in  this  part  are 
applicable  to  section  721  and  these 
regulations.  The  principal  purpose  of 
section  721  is  to  authorize  the  President 
to  suspend  or  prohibit  any  covered 
transaction  when,  in  the  President’s 
judgment,  there  is  credible  evidence  to 
believe  that  the  foreign  person 
exercising  control  over  a  U.S.  business 
might  take  action  that  threatens  to 
impair  the  national  security,  and  when 
provisions  of  law  other  than  section  721 
and  the  International  Emergency 
Economic  Powers  Act  (50  U.S.C.  1701- 
1706),  do  not,  in  the  judgment  of  the 
President,  provide  adequate  and 
appropriate  authority  for  the  President 
to  protect  the  national  security  in  the 
matter  before  the  President.  It  is  also  a 
purpose  of  section  721  to  authorize  the 
Committee  to  mitigate  any  threat  to  the 
national  security  of  the  United  States 
that  arises  as  a  result  of  a  covered 
transaction. 

§  800.102  Effect  on  other  law. 

Nothing  in  this  part  shall  be 
construed  as  altering  or  affecting  any 
other  authority,  process,  regulation, 
investigation,  enforcement  measure,  or 
review  provided  by  or  established  under 
any  other  provision  of  federal  law, 
including  the  International  Emergency 
Economic  Powers  Act,  or  any  other 
authority  of  the  President  or  the 
Congress  under  the  Constitution  of  the 
United  States. 

§800.103  Applicability  rule;  prospective 
application  of  certain  provisions. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section  and  otherwise  in  this 
part,  the  regulations  in  this  part  apply 
from  the  effective  date  (as  defined  in 
Section  800.210). 

(b)  Sections  800.204  (Control), 

800.205  (Conversion),  800.206 
(Convertible  voting  instrument),  800.211 
(Entity),  800.212  (Foreign  entity), 
800.216  (Foreign  person),  800.220  (Party 
or  parties  to  a  transaction),  800.223 
(Solely  for  the  purpose  of  passive 
investment),  800.224  (Transaction), 
800.226  (U.S.  business),  and  800.228 
(Voting  interest),  and  the  regulations  in 
subpart  C  (Coverage)  do  not  apply  to 
any  transaction  for  which  the  following 
has  occurred  before  the  effective  date,  in 
which  case  corresponding  provisions  of 


the  regulations  in  this  part  that  were  in 
effect  the  day  before  the  effective  date 
will  apply: 

(1)  The  parties  to  the  transaction  have 
executed  a  written  agreement  or  other 
document  establishing  the  material 
terms  of  the  transaction; 

(2)  A  party  has  made  a  public  offer  to 
shareholders  to  buy  shares  of  a  U.S. 
business; 

(3)  A  shareholder  has  solicited 
proxies  in  connection  with  an  election 
of  the  board  of  directors  of  a  U.S. 
business  or  has  requested  the 
conversion  of  convertible  voting 
securities;  or 

(4)  The  parties  have,  in  the 
Committee’s  view,  otherwise  made  a 
commitment  to  engage  in  a  transaction. 

Note  to  §  800.103:  See  subpart  H  of  this 
part  for  specific  applicability  rules  pertaining 
to  that  subpart. 

§  800.1 04  T ransactions  or  devices  for 
avoidance. 

Any  transaction  or  other  device 
entered  into  or  employed  for  the 
purpose  of  avoiding  section  721  shall  be 
disregarded,  and  section  721  and  the 
regulations  in  this  part  shall  be  applied 
to  the  substance  of  the  transaction. 

Example.  Corporation  A  is  organized  under 
the  laws  of  a  foreign  state  and  is  wholly 
owned  and  controlled  by  a  foreign  national. 
With  a  view  towards  avoiding  possible 
application  of  section  721,  Corporation  A 
transfers  money  to  a  U.S.  citizen,  who, 
pursuant  to  informal  arrangements  with 
Corporation  A  and  on  its  behalf,  purchases 
all  the  shares  in  Corporation  X,  a  U.S. 
business.  That  transaction  is  subject  to 
section  721. 

Subpart  B — Definitions 

§  800.201  Business  day. 

The  term  business  day  means  Monday 
through  Friday,  except  the  legal  public 
holidays  specified  in  5  U.S.C.  6103  or 
any  other  day  declared  to  be  a  holiday 
by  federal  statute  or  executive  order. 

§800.202  Certification. 

(a)  The  term  certification  means  a 
written  statement  signed  by  the  chief 
executive  officer  or  other  duly 
authorized  designee  of  a  party  to  a 
transaction  filing  a  notice  or 
information,  certifying  that  the  notice  or 
information  filed: 

(1)  Fully  complies  with  the 
requirements  of  section  721,  the 
regulations  in  this  part,  and  any 
agreement  or  condition  entered  into 
with  the  Committee  or  any  member  of 
the  Committee,  and 

(2)  Is  accurate  and  complete  in  all 
material  respects,  as  it  relates  to: 

(i)  The  transaction,  and  * 
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(ii)  The  party  providing  the 
certification,  including  its  parents, 
subsidiaries,  and  any  other  related 
entities  described  in  the  notice  or 
information. 

(b)  For  purposes  of  this  section,  a  duly 
authorized  designee  is: 

(1)  In  the  case  of  a  partnership,  any 
general  partner  thereof; 

(2)  In  the  case  of  a  corporation,  any 
officer  or  director  thereof: 

(3)  In  the  case  of  any  entity  lacking 
officers,  directors,  or  partners,  any 
individual  within  the  organization 
exercising  executive  functions  similar  to 
those  of  an  officer  or  director  of  a 
corporation  or  a  general  partner  of  a 
partnership;  and 

(4)  In  the  case  of  an  individual,  such 
individual  or  his  or  her  legal 
representative. 

(c)  In  each  case  described  in 
paragraphs  (bKl)  through  (b)(4)  of  this 
section,  such  designee  must  possess 
actual  authority  to  make  the 
certification  on  behalf  of  the  party  to  the 
transaction  filing  a  notice  or 
information. 

Note  to  §  800.202:  A  sample  certification 
may  be  found  at  the  Committee’s  section  of 
the  Department  of  the  Treasury  Web  site  at 
http://n'ww.treas.gov/offices/international- 
affairs/cfius/index.shtml. 

§  800.203  Committee;  Chairperson  of  the 
Committee;  Staff  Chairperson. 

The  term  Committee  means  the 
Committee  on  Foreign  Investment  in  the 
United  States.  The  Chairperson  of  the 
Committee  is  the  Secretary  of  the 
Treasury.  The  Staff  Chairperson  of  the 
Committee  is  the  Department  of  the 
Treasury  official  so  designated  by  the 
Secretary  of  the  Treasury  or  by  the 
Secretary’s  designee. 

§800.204  Control. 

(a)  The  term  control  means  the  power, 
direct  or  indirect,  whether  or  not 
exercised,  through  the  ownership  of  a 
majority  or  a  dominant  minority  of  the 
total  outstanding  voting  interest  in  an 
entity,  board  representation,  proxy 
voting,  a  special  share,  contractual 
arrangements,  formal  or  informal 
arrangements  to  act  in  concert,  or  other 
means,  to  determine,  direct,  or  decide 
important  matters  affecting  an  entity;  in 
particular,  but  without  limitation,  to 
determine,  direct,  take,  reach,  or  cause 
decisions  regarding  the  following 
matters,  or  any  other  similarly 
important  matters  affecting  an  entity: 

(1)  The  sale,  lease,  mortgage,  pledge, 
or  other  transfer  of  any  of  the  tangible 
or  intangible  principal  assets  of  the 
entity,  whether  or  not  in  the  ordinary 
course  of  business: 


(2)  The  reorganization,  merger,  or 
dissolution  of  the  entity: 

(3)  The  closing,  relocation,  or 
substantial  alteration  of  the  production, 
operational,  or  research  and 
development  facilities  of  the  entity; 

(4)  Major  expenditures  or 
investments,  issuances  of  equity  or  debt, 
or  dividend  payments  by  the  entity,  or 
approval  of  the  operating  budget  of  the 
entity; 

(5)  The  selection  of  new  business 
lines  or  ventures  that  the  entity  will 
pursue; 

(6)  The  entry  into,  termination,  or 
non-fulfillment  by  the  entity  of 
significant  contracts; 

(7)  The  policies  or  procedures  of  the 
entity  governing  the  treatment  of  non¬ 
public  technical,  financial,  or  other 
proprietary  information  of  the  entity; 

(8)  The  appointment  or  dismis.sal  of 
officers  or  senior  managers; 

(9)  The  appointment  or  dismis.sal  of 
employees  with  access  to  sensitive 
technology  or  classified  U.S. 
Government  information;  or 

(10)  The  amendment  of  the  Articles  of 
Incorporation,  constituent  agreement,  or 
other  organizational  documents  of  the 
entity  with  respect  to  the  matters 
described  in  paragraphs  (a)(1)  through 
(9)  of  this  section. 

(b)  In  examining  questions  of  control 
in  situations  where  more  than  one 
foreign  person  has  an  ownership 
interest  in  an  entity,  consideration  will 
be  given  to  factors  such  as  whether  the 
foreign  persons  are  related  or  have 
formal  or  informal  arrangements  to  act 
in  concert,  whether  they  are  agencies  or 
instrumentalities  of  the  national  or 
subnational  governments  of  a  single 
foreign  state,  and  whether  a  given 
foreign  person  and  another  person  that 
has  an  ownership  interest  in  the  entity 
are  both  controlled  by  any  of  the 
national  or  subnational  governments  of 
a  single  foreign  state. 

(c)  The  following  minority 
shareholder  protections  shall  not  in 
themselves  be  deemed  to  confer  control 
over  an  entity: 

(1)  The  power  to  prevent  the  sale  or 
pledge  of  all  or  substantially  all  of  the 
assets  of  an  entity  or  a  voluntary  filing 
for  bankruptcy  or  liquidation; 

(2)  The  power  to  prevent  an  entity 
from  entering  into  contracts  with 
majority  investors  or  their  affiliates; 

(3)  The  power  to  prevent  an  entity 
from  guaranteeing  the  obligations  of 
majority  investors  or  their  affiliates; 

(4)  The  power  to  purchase  an 
additional  interest  in  an  entity  to 
prevent  the  dilution  of  an  investor’s  pro 
rata  interest  in  that  entity  in  the  event 
that  the  entity  issues  additional 


instruments  conveying  interests  in  the 
entity; 

(5)  The  power  to  prevent  the  change 
of  existing  legal  rights  or  preferences  of 
the  particular  class  of  stock  held  by 
minority  investors,  as  provided  in  the 
relevant  corporate  documents  governing 
such  shares;  and 

(6)  The  power  to  prevent  the 
amendment  of  the  Articles  of 
Incorporation,  constituent  agreement,  or 
other  organizational  documents  of  an 
entity  with  respect  to  the  matters 
described  in  paragraphs  (c)(1)  through 

(5)  of  this  section. 

(d)  The  Committee  will  consider,  on 
a  case-by-case  basis,  whether  minority 
shareholder  protections  other  than  those 
listed  in  paragraph  (c)  of  this  section  do 
not  confer  control  over  an  entity. 

(e)  Any  transaction  in  which  a  foreign 
person  acquires  an  additional  interest  in 
a  U.S.  business  that  was  previously  the 
subject  of  a  covered  transaction  for 
which  the  Committee  concluded  all 
action  under  section  721  shall  not  be 
deemed  to  be  a  transaction  that  could 
result  in  foreign  control  over  that  U.S. 
business  (i.e.,  it  is  not  a  covered 
transaction).  However,  if  a  foreign 
person  that  did  not  acquire  control  of 
the  U.S.  business  in  the  prior 
transaction  is  a  party  to  the  later 
transaction,  the  later  transaction  may  be 
a  covered  transaction. 

Example  1.  Corporation  A  is  a  U.S. 
business.  A  U.S.  investor  owns  50  percent  of 
the  voting  interest  in  Corporation  A,  and  the 
remaining  voting  interest  is  owned  in  equal 
shares  by  five  unrelated  foreign  investors. 

The  foreign  investors  jointly  financed  their 
investment  in  Corporation  A  and  vote  as  a 
single  block  on  matters  affecting  Corporation 
A.  The  foreign  investors  have  an  informal 
arrangement  to  act  in  concert  with  regard  to 
Corporation  A,  and,  as  a  result,  the  foreign 
investors  control  Corporation  A. 

Example  2.  Same  facts  as  in  Example  1 
with  regard  to  the  composition  of 
Corporation  A’s  shareholders.  The  foreign 
investors  in  Corporation  A  have  no 
contractual  or  other  commitments  to  act  in 
concert,  and  have  no  informal  arrangements 
to  do  so.  Assuming  no  other  relevant  facts, 
the  foreign  investors  do  not  control 
Corporation  A. 

Example  3.  Corporation  A,  a  foreign 
person,  is  a  private  equity  fund  that  routinely 
acquires  substantial  interests  in  companies 
and  manages  them  for  a  period  of  time. 
Corporation  B  is  a  U.S.  business.  In  addition 
to  its  acquisition  of  seven  percent  of 
Corporation  B’s  voting  shares.  Corporation  A 
acquires  the  right  to  terminate  significant 
contracts  of  Corporation  B.  Corporation  A 
controls  Corporation  B. 

Example  4.  Corporation  A,  a  foreign 
person,  acquires  a  nine  percent  interest  in  the 
shares  of  Corporation  B,  a  U.S.  business.  As 
part  of  the  transaction.  Corporation  A  also 
acquires  certain  veto  rights  that  determine 
important  matters  affecting  Corporation  B, 
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including  the  right  to  veto  the  dismissal  of 
senior  executives  of  Corporation  B. 
Corporation  A  controls  Corporation  B. 

Example  5.  Corporation  A,  a  foreign 
person,  acquires  a  thirteen  percent  interest  in 
the  shares  of  Corporation  B,  a  U.S.  business, 
and  the  right  to  appoint  one  member  of 
Corporation  B’s  seven-member  Board  of 
Directors.  Corporation  A  receives  minority 
shareholder  protections  listed  in  §  800.204(c), 
but  receives  no  other  positive  or  negative 
rights  with  respect  to  Corporation  B. 
Assuming  no  other  relevant  facts, 

Corporation  A  does  not  control  Corporation 
B. 

Example  6.  Corporation  A,  a  foreign 
person,  acquires  a  twenty  percent  interest  in 
the  .shares  of  Corporation  B,  a  U.S.  business. 
Corporation  A  has  negotiated  an  irrevocable 
passivity  agreement  that  completely 
precludes  it  from  controlling  Corporation  B. 
Corporation  A  does,  however,  receive  the 
right  to  prevent  Corporation  B  from  entering 
into  contracts  with  majority  investors  or  their 
affiliates  and  to  prevent  Corporation  B  from 
guaranteeing  the  obligations  of  majority 
investors  or  their  affiliates.  Assuming  no 
other  relevant  facts.  Corporation  A  does  not 
control  Corporation  B. 

Example  7.  Corporation  A,  a  foreign 
person,  acquires  a  40  percent  interest  and 
important  rights  in  Corporation  B,  a  U.S. 
business.  The  documentation  pertaining  to 
the  transaction  gives  no  indication  that 
Corporation  A’s  interest  in  Corporation  B 
may  increase  at  a  later  date.  Following  its 
review  of  the  transaction,  the  Committee 
informs  the  parties  that  the  notified 
transaction  is  a  covered  transaction,  and 
concludes  action  under  section  721.  Three 
years  later.  Corporation  A  acquires  the 
remainder  of  the  voting  interest  in 
Corporation  B.  Assuming  no  other  relevant 
facts,  because  the  Committee  concluded  all 
action  with  respect  to  Corporation  A’s  earlier 
investment  in  the  same  U.S.  business,  and 
because  no  other  foreign  person  is  a  party  to 
this  subsequent  transaction,  this  subsequent 
transaction  is  not  a  covered  transaction. 

Example  8.  Limited  Partnership  A 
comprises  two  limited  partners,  each  of 
which  holds  49  percent  of  the  interest  in  the 
partnership,  and  a  general  partner,  which 
holds  two  percent  of  the  interest.  The  general 
partner  has  sole  authority  to  determine, 
direct,  and  decide  important  matters  affecting 
the  partnership  and  a  fund  operated  by  the 
partnership.  The  general  partner  alone 
controls  Limited  Partnership  A  and  the  fund. 

Example  9.  Same  facts  as  in  Example  8, 
except  that  each  of  the  limited  partners  has 
the  authority  to  veto  major  investments 
proposed  by  the  general  partner  and  to 
choose  the  fund’s  representatives  on  the 
boards  of  the  fund’s  portfolio  companies.  The 
general  partner  and  the  limited  partners  each 
have  control  over  Limited  Partnership  A  and 
the  fund. 

Note  to  §  800.204:  See  §  800.302(b) 
regarding  the  Committee’s  treatment  of 
transactions  in  which  a  foreign  person  holds 
or  acquires  ten  percent  or  less  of  the 
outstanding  voting  interest  in  a  U.S.  business 
solely  for  the  purpose  of  passive  investment. 


§800.205  Conversion. 

The  term  conversion  means  the 
exercise  of  a  right  inherent  in  the 
ownership  or  holding  of  particular 
financial  instruments  to  exchange  any 
such  instruments  for  voting 
instruments. 

§  800.206  Convertible  voting  instrument. 

The  term  convertible  voting 
instrument  means  a  financial 
instrument  that  currently  does  not 
entitle  its  owner  or  holder  to  voting 
rights  but  is  convertible  into  a  voting 
instrument. 

§  800.207  Covered  transaction. 

The  term  covered  transaction  means 
any  transaction  that  is  proposed  or 
pending  after  August  23,  1988,  by  or 
with  any  foreign  person,  which  could 
result  in  control  of  a  U.S.  business  by 
a  foreign  person. 

§800.208  Critical  infrastructure. 

The  term  critical  infrastructure 
means,  in  the  context  of  a  particular 
covered  transaction,  a  system  or  asset, 
whether  physical  or  virtual,  so  vital  to 
the  United  States  that  the  incapacity  or 
destruction  of  the  particular  system  or 
asset  of  the  entity  over  which  control  is 
acquired  pursuant  to  that  covered 
transaction  would  have  a  debilitating 
impact  on  national  security. 

§  800.209  Critical  technologies. 

The  term  critical  technologies  means: 

(a)  Defense  articles  or  defense  services 
covered  by. the  United  States  Munitions 
List  (USML),  which  is  set  forth  in  the 
International  Traffic  in  Arms 
Regulations  (ITAR)  (22  CFR  parts  120- 
130): 

(b)  Those  items  specified  on  the 
Commerce  Control  List  (CCL)  set  forth 
in  Supplement  No.  1  to  part  774  of  the 
Export  Administration  Regulations 
(EAR)  (15  CFR  parts  730-774)  that  are 
controlled  pursuant  to  multilateral 
regimes  (i.e.,  for  reasons  of  national  ■ 
security,  chemical  and  biological 
weapons  proliferation,  nuclear 
nonproliferation,  or  missile  technology), 
as  well  as  those  that  are  controlled  for 
reasons  of  regional  stability  or 
surreptitious  listening; 

(c)  Specially  designed  and  prepared 
nuclear  equipment,  parts  and 
components,  materials,  software,  and 
technology  specified  in  the  Assistance 
to  Foreign  Atomic  Energy  Activities 
regulations  (10  CFR  part  810),  and 
nuclear  facilities,  equipment,  and 
material  specified  in  the  Export  and 
Import  of  Nuclear  Equipment  and 
Material  regulations  (10  CFR  part  110); 
and 

(d)  Select  agents  and  toxins  specified 
in  the  Select  Agents  and  Toxins 


regulations  (7  CFR  part  331,  9  CFR  part 
121,  and  42  CFR  part  73). 

§  800.21 0  Effective  date. 

The  term  effective  date  means 
December  22,  2008. 

§800.211  Entity. 

The  term  entity  means  any  branch, 
partnership,  group  or  sub-group, 
association,  estate,  trust,  corporation  or 
division  of  a  corporation,  or 
organization  (whether  or  not  organized 
under  the  laws  of  any  State  or  foreign 
state):  assets  (whether  or  not  organized 
as  a  separate  legal  entity)  operated  by 
any  one  of  the  foregoing  as  a  business 
undertaking  in  a  particular  location  or 
for  particular  products  or  services;  and 
any  government  (including  a  foreign 
national  or  subnational  government,  the 
United  States  Government,  a 
subnational  government  within  the 
United  States,  and  any  of  their 
respective  departments,  agencies,  or 
instrumentalities).  (See  examples 
following  §§  800.301(c)  and  800.302(c).) 

§  800.21 2  Foreign  entity. 

(a)  The  term  foreign  entity  means  any 
branch,  partnership,  group  or  sub-group, 
association,  estate,  trust,  corporation  or 
division  of  a  corporation,  or 
organization  organized  under  the  laws 
of  a  foreign  state  if  either  its  principal 
place  of  business  is  outside  the  United 
States  or  its  equity  securities  are 
primarily  traded  on  one  or  more  foreign 
exchanges. 

(b)  Notwithstanding  paragraph  (a)  of 
this  section,  any  branch,  partnership, 
group  or  sub-group,  association,  estate, 
trust,  corporation  or  division  of  a 
corporation,  or  organization  that 
demonstrates  that  a  majority  of  the 
equity  interest  in  such  entity  is 
ultimately  owned  by  U.S.  nationals  is 
not  a  foreign  entity. 

§  800.21 3  Foreign  government. 

The  term  foreign  government  means 
any  government  or  body  exercising 
governmental  functions,  other  than  the 
United  States  Government  or  a 
subnational  government  of  the  United 
States.  The  term  includes,  but  is  not 
limited  to,  national  and  subnational 
governments,  including  their  respective 
departments,  agencies,  and 
instrumentalities. 

§  800.21 4  Foreign  government-controlled 
transaction. 

The  term  foreign  government- 
controlled  transaction  means  any 
covered  transaction  that  could  result  in 
control  of  a  U.S.  business  by  a  foreign 
government  or  a  person  controlled  by  or 
acting  on  behalf  of  a  foreign 
government. 
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§800.215  Foreign  national. 

The  term  foreign  national  means  any 
individual  other  than  a  U.S.  national. 

§800.216  Foreign  person. 

The  term  foreign  person  means: 

(a)  Any  foreign  national,  foreign 
government,  or  foreign  entity:  or 

(b)  Any  entity  over  which  control  is 
exercised  or  exercisable  by  a  foreign 
national,  foreign  government,  or  foreign 
entity. 

Example  1.  Corporation  A  is  organized 
under  the  laws  of  a  foreign  state  and  is  only 
engaged  in  business  outside  the  United 
States.  All  of  its  shares  are  held  by 
Corporation  X,  which  controls  Corporation 
A.  Corporation  X  is  organized  in  the  United 
States  and  is  wholly  owned  and  controlled 
by  U.S.  nationals.  Assuming  no  other 
relevant  facts.  Corporation  A,  although 
organized  and  only  operating  outside  the 
United  States,  is  not  a  foreign  person. 

Example  2.  Same  facts  as  in  the  first 
sentence  of  Example  1.  The  government  of 
the  foreign  state  under  whose  laws 
Corporation  A  is  organized  exercises  control 
over  Corporation  A  through  government 
interveners.  Corporation  A  is  a  foreign 
person. 

Example  3.  Corporation  A  is  organized  in 
the  United  States,  is  engaged  in  interstate 
commerce  in  the  United  States,  and  is 
controlled  by  Corporation  X.  Corporation  X 
is  organized  under  the  laws  of  a  foreign  state, 
its  principal  place  of  business  is  located 
outside  the  United  States,  and  50  percent  of 
its  shares  are  held  by  foreign  nationals  and 
50  percent  of  its  shares  are  held  by  U.S. 
nationals.  Both  Corporation  A  and 
Corporation  X  are  foreign  persons. 
Corporation  A  is  also  a  U.S.  business. 

Example  4.  Corporation  A  is  organized 
under  the  laws  of  a  foreign  state  and  is 
owned  and  controlled  by  a  foreign  national. 
A  branch  of  Corporation  A  engages  in 
interstate  commerce  in  the  United  States. 
Corporation  A  (including  its  branch)  is  a 
foreign  person.  The  branch  is  also  a  U.S. 
business. 

Example  5.  Corporation  A  is  a  corporation 
organiz^  under  the  laws  of  a  foreign  state 
and  its  principal  place  of  business  is  located 
outside  the  United  States.  Forty-five  percent 
of  the  voting  interest  in  Corporation  A  is 
owned  in  equal  shares  by  numerous 
unrelated  foreign  investors,  none  of  whom 
has  control.  The  foreign  investors  have  no 
formal  or  informal  arrangement  to  act  in 
concert  with  regard  to  Corporation  A  with 
any  other  holder  of  voting  interest  in 
Corporation  A.  Corporation  A  demonstrates 
that  the  remainder  of  the  voting  interest  in 
Corporation  A  is  held  by  U.S.  nationals. 
Assuming  no  other  relevant  facts. 
Corporation  A  is  not  a  foreign  person. 

Example  6.  Same  facts  as  Example  5, 
except  that  one  of  the  foreign  investors 
controls  Corporation  A.  Assuming  no  other 
relevant  facts.  Corporation  A  is  not  a  foreign 
entity  pursuant  to  §  800.212(b),  but  it  is  a 
foreign  person  because  it  is  controlled  by  a 
foreign  person.. 


§800.217  Hold. 

The  terms  hold(s)  and  holding  mean 
legal  or  beneficial  ownership,  whether 
direct  or  indirect,  whether  through 
fiduciaries,  agents,  or  other  means. 

§800.218  Lead  agency. 

The  term  lead  agency  means  an 
agency  designated  by  the  Chairperson  of 
the  Committee  to  have  primary 
responsibility,  on  behalf  of  the 
Committee,  for  the  specific  activity  for 
which  the  Chairperson  designates  it  as 
a  lead  agency,  including  all  or  a  portion 
of  a  review,  an  investigation,  or  the 
negotiation  or  monitoring  of  a 
mitigation  agreement  or  condition. 

§800.219  Parent. 

(a)  The  term  parent  means  a  person 
who  or  which  directly  or  indirectly: 

(1)  Holds  or  will  hold  at  least  50 
percent  of  the  outstanding  voting 
interest  in  an  entity:  or 

(2)  Holds  or  will  hold  the  right  to  at 
least  50  percent  of  the  profits  of  an 
entity,  or  has  or  will  have  the  right  in 
the  event  of  the  dissolution  to  at  least 
50  percent  of  the  assets  of  that  entity. 

(b)  Any  entity  that  meets  the 
conditions  of  paragraphs  (aKl)  or  (2)  of 
this  section  with  respect  to  another 
entity  (j.e.,  the  intermediate  parent)  is 
also  a  parent  of  any  other  entity  of 
which  the  intermediate  parent  is  a 
parent. 

Example  1.  Corporation  P  holds  50  percent 
of  the  voting  interest  in  Corporations  R  and 
S.  Corporation  R  holds  40  percent  of  the 
voting  interest  in  Corporation  X;  Corporation 
S  holds  50  percent  of  the  voting  interest  in 
Corporation  Y,  which  in  turn  holds  50 
percent  of  the  voting  interest  in  Corporation 
Z.  Corporation  P  is  a  parent  of  Corporations 
R,  S,  Y,  and  Z,  but  not  of  Corporation  X. 
Corporation  S  is  a  parent  of  Corporation  Y 
and  Z,  and  Corporation  Y  is  a  parent  of 
Corporation  Z. 

Example  2.  Corporation  A  holds  warrants 
which  when  exercised  will  entitle  it  to  vote 
50  percent  of  the  outstanding  shares  of 
Corporation  B.  Corporation  A  is  a  parent  of 
Corporation  B. 

§  800.220  Party  or  parties  to  a  transaction. 

The  terms  party  to  a  transaction  and 
parties  to  a  transaction  mean: 

(a)  In  the  case  of  an  acquisition  of  an 
ownership  interest  in  an  entity,  the 
person  acquiring  the  ownership  interest, 
and  the  person  from  which  such 
ownership  interest  is  acquired,  without 
regard  to  any  person  providing 
brokerage  or  underwriting  services  for 
the  transaction: 

(b)  In  the  case  of  a  merger,  the 
surviving  entity,  and  the  entity  or 
entities  that  are  merged  into  that  entity 
as  a  result  of  the  transaction: 


(c)  In  the  case  of  a  consolidation,  the 
entities  being  consolidated,  and  the  new 
consolidated  entity: 

(d)  In  the  case  of  a  proxy  solicitation, 
the  person  soliciting  proxies,  and  the 
person  who  issued  the  voting  interest: 

(e)  In  the  case  of  the  acquisition  or 
conversion  of  convertible  voting 
instruments,  the  issuer  and  the  person 
holding  the  convertible  voting 
instruments:  and 

(f)  In  the  case  of  any  other  type  of 
transaction,  any  person  who  is  in  a  role 
comparable  to  that  of  a  person  described 
in  paragraphs  (a)  through  (e)  of  this 
section. 

§  800.221  Person. 

The  term  person  means  any 
individual  or  entity. 

§800.222  Section  721. 

The  term  section  721  means  section 
721  of  title  VII  of  the  Defense 
Production  Act  of  1950,  50  U.S.C.  App. 
2170. 

§  800.223  Solely  for  the  purpose  of 
passive  investment. 

Ownership  interests  are  held  or 
acquired  solely  for  the  purpose  of 
passive  investment  if  the  person  holding 
or  acquiring  such  interests  does  not  plan 
or  intend  to  exercise  control,  does  not 
possess  or  develop  any  purpose  other 
than  passive  investment,  and  does  not 
take  any  action  inconsistent  with 
holding  or  acquiring  such  interests 
solely  for  the  purpose  of  passive 
investment.  (See  §  800.302(b).) 

Example.  Corporation  A,  a  foreign  person, 
acquires  a  voting  interest  in  Corporation  B, 
a  U.S.  business.  In  addition  to  the  voting 
interest.  Corporation  A  negotiates  the  right  to 
appoint  a  member  of  Corporation  B’s  Board 
of  Directors.  The  acquisition  by  Corporation 
A  of  a  voting  interest  in  Corporation  B  is  not 
solely  for  the  purpose  of  passive  investment. 

§800.224  Transaction. 

The  term  transaction  means  a 
proposed  or  completed  merger, 
acquisition,  or  takeover.  It  includes: 

(a)  The  acquisition  of  an  ownership 
interest  in  an  entity. 

(b)  The  acquisition  or  conversion  of 
convertible  voting  instruments  of  an 
entity. 

(c)  The  acquisition  of  proxies  from 
holders  of  a  voting  interest  in  an  entity. 

(d)  A  merger  or  consolidation. 

(e)  The  formation  of  a  joint  venture. 

(f)  A  long-term  lease  under  which  a 
lessee  makes  substantially  all  business 
decisions  concerning  the  operation  of  a 
leased  entity,  as  if  it  were  the  owner. 

Note  to  §  800.224(b):  See  §  800.304 
regarding  factors  the  Committee  will  consider 
in  determining  whether  to  include  the  rights 
to  be  acquired  by  a  foreign  person  upon  the 
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conversion  of  convertible  voting  instruments 
as  part  of  the  Committee’s  assessment  of 
whether  a  transaction  that  involves  such 
instruments  is  a  covered  transaction. 

Example.  Corporation  A,  a  foreign  person, 
signs  a  concession  agreement  to  operate  the 
toll  road  business  of  Corporation  B,  a  U.S. 
business,  for  99  years.  Corporation  B, 
however,  is  required  under  the  agreement  to 
perform  safety  and  security  functions  with 
respect  to  the  business  and  to  monitor 
compliance  by  Corporation  A  with  the 
operating  requirements  of  the  agreement  on 
an  ongoing  basis.  Corporation  B  may 
terminate  the  agreement  or  impose  other 
penalties  for  breach  of  these  operating 
requirements.  Assuming  no  other  relevant 
facts,  this  is  not  a  transaction. 

§800.225  United  States. 

The  term  United  States  or  U.S.  means 
the  United  States  of  America,  the  States 
of  the  United  States,  the  District  of 
Columbia,  and  any  commonwealth, 
territory,  dependency,  or  possession  of 
the  United  States,  or  any  subdivision  of 
the  foregoing,  and  includes  the  Outer 
Continental  Shelf,  as  defined  in  43 
U.S.C.  1331(a).  For  purposes  of  these 
regulations  and  their  examples,  an 
entity  organized  under  the  laws  of  the 
United  States  of  America,  one  of  the 
States,  the  District  of  Columbia,  or  a 
commonwealth,  territory,  dependency, 
or  possession  of  the  United  States  is  an 
entity  organized  “in  the  United  States.” 

§  800.226  U.S.  business. 

The  term  U.S.  business  means  any 
entity,  irrespective  of  the  nationality  of 
the  persons  that  control  it,  engaged  in 
interstate  commerce  in  the  United 
States,  but  only  to  the  extent  of  its 
activities  in  interstate  commerce. 

■  Example  1.  Corporation  A  is  organized 
under  the  laws  of  a  foreign  state  and  is 
wholly  owned  and  controlled  by  a  foreign 
national.  It  engages  in  interstate  commerce  in 
the  United  States  through  a  branch  or 
subsidiary.  Its  branch  or  subsidiary  is  a  U.S. 
business.  Corporation  A  and  its  branch  or 
subsidiary  is  each  also  a  foreign  person 
should  any  of  them  engage  in  a  transaction 
involving  a  U.S.  business. 

Example  2.  Same  facts  as  in  the  first 
sentence  of  Example  1.  Corporation  A, 
however,  does  not  have  a  branch  office, 
subsidiary,  or  fixed  place  of  busmess  in  the 
United  States.  It  exports  and  licenses 
technology  to  an  unrelated  company  in  the 
United  States.  Assuming  no  other  relevant 
facts.  Corporation  A  is  not  a  U.S.  business. 

Example  3.  Corporation  A,  a  company 
organized  under  the  laws  of  a  foreign  state, 
is  wholly  owned  and  controlled  by 
Corporation  X.  Corporation  X  is  organized  in 
the  United  States  and  is  wholly  owned  and 
controlled  hy  U.S.  nationals.  Corporation  A 
does  not  have  a  branch  office,  subsidiary,  or 
fixed  place  of  business  in  the  United  States. 

It  exports  goods  to  Corporation  X  and  to 
unrelated  companies  in  the  United  States. 


Assuming  no  other  relevant  facts. 

Corporation  A  is  not  a  U.S.  business. 

§800.227  U.S.  national. 

The  term  U.S.  national  means  a 
citizen  of  the  United  States  or  an 
individual  who,  although  not  a  citizen 
of  the  United  States,  owes  permanent 
allegiance  to  the  United  States. 

§800.228  Voting  interest. 

The  term  voting  interest  means  any 
interest  in  an  entity  that  entitles  the 
owner  or  holder  of  that  interest  to  vote 
for  the  election  of  directors  of  the  entity 
(or,  with  respect  to  unincorporated 
entities,  individuals  exercising  similar 
functions)  or  to  vote  on  other  matters 
affecting  the  entity. 

Subpart  C — Coverage 

§  800.301  T ransactions  that  are  covered 
transactions. 

Transactions  that  are  covered 
transactions  include,  without  limitation: 

(a)  A  transaction  which,  irrespective 
of  the  actual  arrangements  for  control 
provided  for  in  the  terms  of  the 
transaction,  results  or  could  result  in 
control  of  a  U.S.  business  by  a  foreign 
person. 

Example  1.  Corporation  A,  a  foreign 
person,  proposes  to  purchase  all  of  the  shares 
of  Corporation  X,  which  is  a  U.S.  business. 

As  the  sole  owner.  Corporation  A  will  have 
the  right  to  elect  directors  and  appoint  other 
primary  officers  of  Corporation  X,  and  those 
directors  will  have  the  right  to  make 
decisions  about  the  closing  and  relocation  of 
particular  production  facilities  and  the 
termination  of  significant  contracts.  The 
directors  also  will  have  the  right  to  propose 
to  Corporation  A,  the  sole  shareholder,  the 
dissolution  of  Corporation  X  and  the  sale  of 
its  principal  assets..  The  proposed  transaction 
is  a  covered  transaction. 

Example  2.  Same  facts  as  in  Example  1, 
except  that  Corporation  A  plans  to  retain  the 
existing  directors  of  Corporation  X,  all  of 
whom  are  U.S.  nationals.  Although 
Corporation  A  may  choose  not  to  exercise  its 
power  to  elect  new  directors  for  Corporation 
X,  Corporation  A  nevertheless  will  have  that 
exercisable  power.  The  proposed  transaction 
is  a  covered  transaction. 

Example  3.  Corporation  A,  a  foreign 
person,  proposes  to  purchase  50  percent  of 
the  shares  in  Corporation  X,  a  U.S.  business, 
from  Corporation  B.  also  a  U.S.  business. 
Corporation  B  would  retain  the  other  50 
percent  of  the  shares  in  Corporation  X,  and 
Corporation  A  and  Corporation  B  would 
contractually  agree  that  Corporation  A  would 
not  exercise  its  voting  and  other  rights  for  ten 
years.  The  proposed  transaction  is  a  covered 
transaction. 

(b)  A  transaction  in  which  a  foreign 
person  conveys  its  control  of  a  U.S. 
business  to  another  foreign  person. 

Example.  Corporation  X  is  a  U.S.  business, 
but  is  wholly  owned  and  controlled  by 


Corporation  Y,  a  foreign  person.  Corporation 
Z,  also  a  foreign  person,  but  not  related  to 
Corporation  Y,  seeks  to  acquire  Corporation 
X  from  Corporation  Y.  The  proposed 
transaction  is  a  covered  transaction  because 
it  could  result  in  control  of  Corporation  X,  a 
U.S.  business,  by  another  foreign  person. 
Corporation  Z. 

(c)  A  transaction  that  results  or  could 
result  in  control  by  a  foreign  person  of 
any  part  of  an  entity  or  of  assets,  if  such 
part  of  an  entity  or  assets  constitutes  a 
U.S.  business.  (See  §  800.302(c).) 

Example  1.  Corporation  X,  a  foreign 
person,  has  a  branch  office  located  in  the 
United  States.  Corporation  A,  a  foreign 
person,  proposes  to  buy  that  branch  office. 
The  proposed  transaction  is  a  covered 
transaction. 

Example  2.  Corporation  A,  a  foreign 
person,  buys  a  branch  office  located  entirely 
outside  the  United  States  of  Corporation  Y, 
which  is  incorporated  in  the  United  States. 
Assuming  no  other  relevant  facts,  the  branch 
office  of  Corporation  Y  is  not  a  U.S.  business, 
and  the  transaction  is  not  a  covered 
transaction. 

Example  3.  Corporation  A,  a  foreign 
person,  makes  a  start-up,  or  “greenfield,” 
investment  in  the  United  States.  That 
investment  involves  such  activities  as 
separately  arranging  for  the  financing  of  and 
the  construction  of  a  plant  to  make  a  new 
product,  buying  supplies  and  inputs,  hiring 
personnel,  and  purchasing  the  necessary 
technology.  The  investment  may  involve  the 
acquisition  of  shares  in  a  newly  incorporated 
subsidiary.  Assuming  no  other  relevant  facts. 
Corporation  A  wdll  not  have  acquired  a  U.S. 
business,  and  its  greenfield  investment  is  not 
a  covered  transaction. 

Example  4.  Corporation  A,  a  foreign 
person,  purchases  substantially  all  of  the 
assets  of  Corporation  B.  Corporation  B,  which 
is  incorporated  in  the  United  States,  was  in 
the  business  of  producing  industrial 
equipment,  but  stopped  producing  and 
selling  such  equipment  one  week  before 
Corporation  A  purchased  substantially  all  of 
its  assets.  At  the  time  of  the  transaction. 
Corporation  B  continued  to  have  employees 
on  its  payroll,  maintained  know-how  in 
producing  the  industrial  equipment  it 
previously  produced,  and  maintained 
relationships  with  its  prior  customers,  all  of 
which  were  transferred  to  Corporation  A.  The 
acquisition  of  substantially  all  of  the  assets 
of  Corporation  B  by  Corporation  A  is  a 
covered  transaction. 

Example  5.  Corporation  A,  a  foreign 
person,  owns  businesses  both  outside  the 
United  States  and  in  the  United  States. 
Corporation  B,  a  foreign  person,  acquires 
Corporation  A.  The  acquisition  of 
Corporation  A  by  Corporation  B  is  a  covered 
transaction  with  respect  to  Corporation  A’s 
businesses  in  the  United  States. 

Example  6.  Corporation  X,  a  foreign 
person,  seeks  to  acquire  from  Corporation  A, 
a  U.S.  business,  an  empty  warehouse  facility 
located  in  the  United  States.  The  acquisition 
would  be  limited  to  the  physical  facility,  and 
would  not  include  customer  lists,  intellectual 
property,  or  other  proprietary  information,  or 
other  intangible  assets  or  the  transfer  of 
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personnel.  Assuming  no  other  relevant  facts, 
the  facility  is  not  an  entity  and  therefore  not 
a  U.S.  business,  and  the  proposed  acquisition 
of  the  facility  is  not  a  covered  transaction. 

Example  7.  Same  facts  as  Example  6, 
except  that,  in  addition  to  the  proposed 
acquisition  of  Corporation  A’s  warehouse 
facility.  Corporation  X  would  acquire  the 
personnel,  customer  list,  equipment,  and 
inventory  management  software  used  to 
operate  the  facility.  Under  these  facts. 
Corporation  X  is  acquiring  a  U.S.  business, 
and  the  proposed  acquisition  is  a  covered 
transaction. 

(d)  A  joint  venture  in  which  the 
parties  enter  into  a  contractual  or  other 
similar  arrangement,  including  an 
agreement  on  the  establishment  of  a 
new  entity,  but  only  if  one  or  more  of 
the  parties  contributes  a  U.S.  business 
and  a  foreign  person  could  control  that 
U.S.  business  by  means  of  the  joint 
venture. 

Example  1.  Corporation  A,  a  foreign 
person,  and  Corporation  X,  a  U.S.  business, 
form  a  separate  corporation,  JV  Corporation, 
to  which  Corporation  A  contributes  only  cash 
and  Corporation  X  contributes  a  U.S. 
business.  Each  owns  50  percent  of  the  shares 
of  fV  Corporation  and,  under  the  Articles  of 
Incorporation  of  JV  Corporation,  both 
Corporation  A  and  Corporation  X  have  veto 
power  over  all  of  the  matters  affecting  JV 
Corporation  identified  under  §  800.204(a)(1) 
through  (10),  giving  them  both  control  over 
JV  Corporation.  The  formation  of  JV 
Corporation  is  a  covered  transaction. 

Example  2.  Corporation  A,  a  foreign 
person,  and  Corporation  X,  a  U.S.  business, 
form  a  separate  corporation,  JV  Corporation, 
to  which  Corporation  A  contributes  funding 
and  managerial  and  technical  personnel, 
while  Corporation  X  contributes  certain  land 
and  equipment  that  do  not  in  this  example 
constitute  a  U.S.  business.  Corporations  A 
and  B  each  have  a  50  percent  interest  in  the 
joint  venture.  Assuming  no  other  relevant 
facts,  the  formation  of  JV  Corporation  is  not 
a  covered  transaction. 

§  800.302  T ransactions  that  are  not 
covered  transactions. 

Transactions  that  are  not  covered 
transactions  include,  without  limitation: 

(a)  A  stock  split  or  pro  rata  stock 
dividend  that  does  not  involve  a  change 
in  control. 

Example.  Corporation  A,  a  foreign  person, 
holds  10,000  shares  of  Corporation  B,  a  U.S. 
business,  constituting  ten  percent  of  the  stock 
of  Corporation  B.  Corporation  B  pays  a  2-for- 
1  stock  dividend.  As  a  result  of  this  stock 
split.  Corporation  A  holds  20,000  shares  of 
Corporation  B,  still  constituting  ten  percent 
of  the  stock  of  Corporation  B.  Assuming  no 
other  relevant  facts,  the  acquisition  of 
additional  shares  is  not  a  covered 
transaction. 

(b)  A  transaction  that  results  in  a 
foreign  person  holding  ten  percent  or 
less  of  the  outstanding  voting  interest  in 
a  U.S.  business  (regardless  of  the  dollar 


value  of  the  interest  so  acquired),  but 
only  if  the  transaction  is  solely  for  the 
purpose  of  passive  investment.  (See 
§800.223.) 

Example  I.  In  an  open  market  purchase 
solely  for  the  purpose  of  passive  investment. 
Corporation  A,  a  foreign  person,  acquires 
seven  percent  of  the  voting  securities  of 
Corporation  X,  which  is  a  U.S.  business. 
Assuming  no  other  relevant  facts,  the 
acquisition  of  the  securities  is  not  a  covered 
transaction. 

Example  2.  Corporation  A,  a  foreign 
person,  acquires  nine  percent  of  the  voting 
shares  of  Corporation  X,  a  U.S.  business. 
Corporation  A  also  negotiates  contractual 
rights  that  give  it  the  power  to  control 
important  matters  of  Corporation  X.  The 
acquisition  by  Corporation  A  of  the  voting 
shares  of  Corporation  X  is  not  solely  for  the 
purpose  of  passive  investment  and  is  a 
covered  transaction. 

Example  3.  Corporation  A,  a  foreign 
person,  acquires  five  percent  of  the  voting 
shares  in  Corporation  B,  a  U.S.  business.  In 
addition  to  the  securities.  Corporation  A 
obtains  the  right  to  appoint  one  out  of  eleven 
seats  on  Corporation  B’s  Board  of  Directors. 
The  acquisition  by  Corporation  A  of 
Corporation  B’s  securities  is  not  solely  for  the 
purpose  of  passive  investment.  Whether  the 
transaction  is  a  covered  transaction  would 
depend  on  whether  Corporation  A  obtains 
control  of  Corporation  B  as  a  result  of  the 
transaction. 

(c)  An  acquisition  of  any  part  of  an 
entity  or  of  assets,  if  such  part  of  an 
entity  or  assets  do  not  constitute  a  U.S. 
business.  (See  §  800.301(c).) 

Example  1.  Corporation  A,  a  foreign 
person,  acquires,  from  separate  U.S. 
nationals:  (a)  products  held  in  inventory,  (b) 
land,  and  (c)  machinery  for  export.  Assuming 
no  other  relevant  facts.  Corporation  A  has  not 
acquired  a  U.S.  business,  and  this  acquisition 
is  not  a  covered  transaction. 

Example  2.  Corporation  X.  a  U.S.  business, 
produces  armored  personnel  carriers  in  the 
United  States.  Corporation  A,  a  foreign 
person,  seeks  to  acquire  the  annual 
production  of  those  carriers  from  Corporation 
X.  under  a  long-term  contract.  Assuming  no 
other  relevant  facts,  this  transaction  is  not  a 
covered  transaction. 

Example  3.  Same  facts  as  Example  2, 
except  that  Corporation  X,  a  U.S.  business, 
has  developed  important  technology  in 
connection  with  the  production  of  armored 
personnel  carriers.  Corporation  A  seeks  to 
negotiate  an  agreement  under  which  it  would 
be  licensed  to  manufacture  using  that 
technology.  Assuming  no  other  relevant  facts, 
neither  the  proposed  acquisition  of 
technology  pursuant  to  that  license 
agreement,  nor  the  actual  acquisition,  is  a 
covered  transaction. 

Example  4.  Same  facts  as  Example  2, 
except  that  Corporation  A  enters  into  a 
contractual  arrangement  to  acquire  the  entire 
armored  personnel  carrier  business 
operations  of  Corporation  X,  including 
production  facilities,  customer  lists, 
technology,  and  staff.  This  transaction  is  a 
covered  transaction. 


Example  5.  Same  facts  as  Example  2, 
except  that  Corporation  X  suspended  all 
activities  of  its  armored  personnel  carrier 
business  a  year  ago  and  currently  is  in 
bankruptcy  proceedings.  Existing  equipment 
provided  by  Corporation  X  is  being  serviced 
by  another  company,  which  purchased  the 
service  contracts  from  Corporation  X.  The 
business’s  production  facilities  are  idle  but 
still  in  working  condition,  some  of  its  key 
former  employees  have  agreed  to  return  if  the 
business  is  resuscitated,  and  its  technology 
and  customer  and  vendor  lists  are  still 
current.  Corporation  X’s  personnel  carrier 
business  constitutes  a  U.S.  business,  and  its 
purchase  by  Corporation  A  is  a  covered 
transaction. 

(d)  An  acquisition  of  securities  by  a 
person  acting  as  a  securities 
underwriter,  in  the  ordinary  course  of 
business  and  in  the  process  of 
underwriting. 

(e)  An  acquisition  pursuant  to  a 
condition  in  a  contract  of  insurance 
relating  to  fidelity,  surety,  or  casualty 
obligations  if  the  contract  was  made  hy 
an  insurer  in  the  ordinary  course  of 
business. 

§  800.303  Lending  transactions. 

(a)  The  extension  of  a  loan  or  a  similar 
financing  arrangement  by  a  foreign 
person  to  a  U.S.  business,  regardless  of 
whether  accompanied  hy  the  creation  in 
the  foreign  person  of  a  secured  interest  • 
in  securities  or  other  assets  of  the  U.S. 
business,  shall  not,  by  itself,  constitute 

a  covered  transaction. 

(1)  The  Committee  will  accept  notices 
concerning  a  loan  or  a  similar  financing 
arrangement  that  does  not,  by  itself, 
constitute  a  covered  transaction  only  at 
the  time  that,  because  of  imminent  or 
actual  default  or  other  condition,  there 
is  a  significant  possibility  that  the 
foreign  person  may  obtain  control  of  a 
U.S.  business  as  a  result  of  the  default 
or  other  condition. 

(2)  Where  the  Committee  accepts  a 
notice  concerning  a  loan  or  a  similar 
financing  arrangement  pursuant  to 
paragraph  (a)(1)  of  this  section,  and  a 
party  to  the  transaction  is  a  foreign 
person  that  makes  loans  in  the  ordinary 
course  of  business,  the  Committee  will 
take  into  account  whether  the  foreign 
person  has  made  any  arrangements  to 
transfer  management  decisions  and  day- 
to-day  control  over  the  U.S.  business  to 
U.S.  nationals  for  purposes  of 
determining  whether  such  loan  or 
financing  arrangement  constitutes  a 
covered  transaction. 

(b)  Notwithstanding  paragraph  (a)  of 
this  section,  a  loan  or  a  similar 
financing  arrangement  through  whiqji  a 
foreign  person  acquires  an  interest  in 
profits  of  a  U.S.  business,  the  right  to 
appoint  members  of  the  board  of 
directors  of  the  U.S.  business,  or  other 
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comparable  financial  or  governance 
rights  characteristic  of  an  equity 
investment  but  not  of  a  typical  loan  may 
constitute  a  covered  transaction. 

(c)  An  acquisition  of  voting  interest  or 
assets  of  a  U.S.  business  by  a  foreign 
person  upon  default  or  other  condition 
involving  a  loan  or  a  similar  financing 
arrangement  does  not  constitute  a 
covered  transaction,  provided  that  the 
loan  was  made  by  a  syndicate  of  banks 
in  a  loan  participation  where  the  foreign 
lender  (or  lenders)  in  the  syndicate: 

(1)  Needs  the  majority  consent  of  the 
U.S.  participants  in  the  syndicate  to  take 
action,  and  cannot  on  its  own  initiate 
any  action  vis-a-vis  the  debtor;  or 

(2)  Does  not  have  a  lead  role  in  the 
syndicate,  and  is  subject  to  a  provision 
in  the  loan  or  financing  documents 
limiting  its  ability  to  control  the  debtor 
such  that  control  for  purposes  of 

§  800.204  could  not  be  acquired. 

Example  1.  Corporation  A,  which  is  a  U.S. 
business,  borrows  funds  from  Corporation  B, 
a  bank  organized  under  the  laws  of  a  foreign 
state  and  controlled  by  foreign  persons.  As  a 
condition  of  the  loan,  Corporation  A  agrees 
not  to  sell  or  pledge  its  principal  assets  to 
any  person.  Assuming  no  other  relevant  facts, 
this  lending  arrangement  does  not  alone 
constitute  a  covered  transaction. 

Example  2.  Same  facts  as  in  Example  1, 
except  that  Corporation  A  defaults  on  its  loan 
from  Corporation  B  and  seeks  bankruptcy 
protection.  Corporation  A  has  no  funds  with 
which  to  satisfy  Corporation  B’s  claim,  which 
is  greater  than  the  value  of  Corporation  A’s 
principal  assets.  Corporation  B’s  secured 
claim  constitutes  the  only  secured  claim 
against  Corporation  A’s  principal  assets, 
creating  a  high  probability  that  Corporation 
B  will  receive  title  to  Corporation  A’s 
principal  assets,  which  constitute  a  U.S. 
business.  Assuming  no  other  relevant  facts, 
the  Committee  would  accept  a  notice  of  the 
impending  bankruptcy  court  adjudication 
transferring  control  of  Corporation  A’s 
principal  assets  to  Corporation  B,  which 
would  constitute  a  covered  transaction. 

Example  3.  Corporation  A,  a  foreign  bank, 
makes  a  loan  to  Corporation  B,  a  U.S. 
business.  The  loan  documentation  extends  to 
Corporation  A  rights  in  Corporation  B  that 
are  characteristic  of  an  equity  investment  but 
not  of  a  typical  loan,  including  dominant 
minority  representation  on  the  board  of 
directors  of  Corporation  B  and  the  right  to  be 
paid  dividends  by  Corporation  B.  This  loan 
is  a  covered  transaction. 

§  800.304  Timing  rule  for  convertible 
voting  instruments. 

(a)  For  purposes  of  determining 
whether  to  include  the  rights  that  a 
holder  of  convertible  voting  instruments 
will  acquire  upon  conversion  of  those 
instruments  in  the  Committee’s 
assessment  of  whether  a  notified 
transaction  is  a  covered  transaction,  the 
Committee  will  consider  factors  that 
include: 


(1)  The  imminence  of  conversion; 

(2)  Whether  conversion  depends  on 
factors  within  the  control  of  the 
acquiring  party;  and 

(3)  Whether  the  amount  of  voting 
interest  and  the  rights  that  would  be 
acquired  upon  conversion  can  be 
reasonably  determined  at  the  time  of 
acquisition. 

(b)  When  the  Committee,  applying 
paragraph  (a)  of  this  section,  determines 
that  the  rights  that  the  holder  will 
acquire  upon  conversion  will  not  be 
included  in  the  Committee’s  assessment 
of  whether  a  notified  transaction  is  a 
covered  transaction,  the  Committee  will 
disregard  the  convertible  voting 
instruments  for  purposes  of  that 
transaction  except  to  the  extent  that 
they  convey  immediate  rights  to  the 
holder  with  respect  to  the  governance  of 
the  entity  that  issued  the  instruments. 

Example  1.  Corporation  A,  a  foreign 
person,  notifies  the  Committee  that  it  intends 
to  buy  common  stock  and  debentures  of 
Corporation  X,  a  U.S.  business.  By  their’ 
terms,  the  debentures  are  convertible  into 
commoii  stock  only  upon  the  occurrence  of 
an  event  the  timing  of  which  is  not  in  the 
control  of  Corporation  A,  and  the  number  of 
common  shares  that  would  be  acquired  upon 
conversion  cannot  now  be  determined. 
Assuming  no  other  relevant  facts,  the 
Committee  will  disregard  the  debentures  in 
the  course  of  its  covered  transaction  analysis 
at  the  time  that  Corporation  A  acquires  the 
debentures.  In  the  event  that  it  determines 
that  the  acquisition  of  the  common  stock  is 
not  a  covered  transaction,  the  Committee  will 
so  inform  the  parties.  Once  the  conversion  of 
the  instruments  becomes  imminent,  it  may  be 
appropriate  for  the  Committee  to  consider  the 
rights  that  would  result  from  the  conversion 
and  whether  the  conversion  is  a  covered 
transaction.  The  conversion  of  those 
debentures  into  common  stock  could  be  a 
covered  transaction,  depending  on  what 
percentage  of  Corporation  X’s  voting 
securities  Corporation  A  would  receive  and 
what  powers  those  securities  would  confer 
on  Corporation  A. 

Example  2.  Same  facts  as  Example  1, 
except  that  the  debentures  at  issue  are 
convertible  at  the  sole  discretion  of 
Corporation  A  after  six  months,  and  if 
converted,  would  I'epresent  a  50  percent 
interest  in  Corporation  X.  The  Committee 
may  consider  the  rights  that  would  result 
from  the  conversion  as  part  of  its  assessment. 

Subpart  D — Notice 

§  800.401  Procedures  for  notice. 

(a)  A  party  or  parties  to  a  proposed  or 
completed  transaction  may  file  a 
voluntary  notice  of  the  transaction  with 
the  Committee.  Voluntary  notice  to  the 
Committee  is  filed  by  sending: 

(1)  One  paper  copy  of  the  notice  to  the 
Staff  Chairperson,  Office  of  Investment 
Security,  Department  of  the  Treasury’, 
1500  Pennsylvania  Avenue,  NW., 


Washington,  DC  20220,  that  includes,  in 
English  only,  the  information  set  out  in 
§  800.402,  including  the  certification 
required  under  paragraph  (1)  of  that 
section;  and 

(2)  One  electronic  copy  of  the  same 
information  required  in  paragraph  (a)(1) 
of  this  section.  See  the  Committee’s 
section  of  the  Department  of  the 
Treasury  Web  site,  at  http:// 

WWW. treas.gov/offices/in  ternational- 
affairs/cfius/  for  electronic  submission 
instructions. 

(b)  If  the  Committee  determines  that 
a  transaction  for  which  no  voluntary 
notice  has  been  filed  under  paragraph 
(a)  of  this  section  may  be  a  covered 
transaction  and  may  raise  national 
security  considerations,  the  Staff 
Chairperson,  acting  on  the 
recommendation  of  the  Committee,  may 
request  the  parties  to  the  transaction  to 
provide  to  the  Committee  the 
information  necessary  to  determine 
whether  the  transaction  is  a  covered 
transaction,  and  if  the  Committee 
determines  that  the  transaction  is  a 
covered  transaction,  to  file  a  notice 
under  paragraph  (a)  of  such  covered 
transaction. 

(c)  Any  member  of  the  Committee,  or 
his  designee  at  or  above  the  Under 
Secretary  or  equivalent  level,  may  file 
an  agency  notice  to  the  Committee 
through  the  Staff  Chairperson  regarding 
a  transaction  for  which  no  voluntary 
notice  has  been  filed  under  paragraph 
(a)  of  this  section  if  that  member  has 
reason  to  believe  that  the  transaction  is 
a  covered  transaction  and  may  raise 
national  security  considerations. 

Notices  filed  under  this  paragraph  are 
deemed  accepted  upon  their  receipt  by 
the  Staff  Chairperson.  No  agency  notice 
under  this  paragraph  shall  be  made  with 
respect  to  a  transaction  more  than  three 
years  after  the  date  of  the  completion  of 
the  transaction,  unless  the  Chairperson 
of  the  Committee,  in  consultation  with 
other  members  of  the  Committee,  files 
such  an  agency  notice. 

(d)  No  communications  other  than 
those  described  in  paragraphs  (a)  and  (c) 
of  this  section  shall  constitute  the  filing 
or  submitting  of  a  notice  for  purposes  of 
section  721. 

(e)  Upon  receipt  of  the  certification 
required  by  §  800.402(1)  and  an 
electronic  copy  of  a  notice  filed  under 
paragraph  (a)  of  this  section,  the  Staff 
Chairperson  shall  promptly  inspect 
such  notice  for  completeness. 

(f)  Parties  to  a  transaction  are 
encouraged  to  consult  with  the 
Committee  in  advance  of  filing  a  notice 
and,  in  appropriate  cases,  to  file  with 
the  Committee  a  draft  notice  "or  other 
appropriate  documents  to  aid  the 
Committee’s  understanding  of  the 
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transaction  and  to  provide  an 
opportunity  for  the  Committee  to 
request  additional  information  to  be 
included  in  the  notice.  Any  such  pre¬ 
notice  consultation  should  take  place,  or 
any  draft  notice  should  be  provided,  at 
least  five  business  days  before  the  filing 
of  a  voluntary  notice.  All  information 
and  documentary  material  made 
available  to  the  Committee  pursuant  to 
this  paragraph  shall  be  considered  to 
have  been  filed  with  the  President  or  the 
President’s  designee  for  purposes  of 
section  721(c)  and  §800.702. 

(g)  Information  and  other 
documentary  material  provided  by  the 
parties  to  the  Committee  after  the  filing 
of  a  voluntary  notice  under  §  800.401 
shall  be  part  of  the  notice,  and  shall  be 
subject  to  the  certification  requirements 
of  §800.402(1). 

§  800.402  Contents  of  voluntary  notice. 

(a)  If  the  parties  to  a  transaction  file 

a  voluntary  notice,  they  shall  provide  in 
detail  the  information  set  out  in  this 
section,  which  must  be  accurate  and 
complete  with  respect  to  all  parties  and 
to  the  transaction.  (See  also  paragraph 

(1)  of  this  section  and  §  800.701(d) 
regarding  certification  requirements.) 

(b)  In  the  case  of  a  hostile  takeover,  if 
fewer  than  all  the  parties  to  a 
transaction  file  a  voluntary  notice,  each 
notifying  party  shall  provide  the 
information  set  out  in  this  section  with 
respect  to  itself  and,  to  the  extent 
known  or  reasonably  available  to  it, 
with  respect  to  each  non-notifying 
party. 

(c)  A  voluntary  notice  filed  pursuant 
to  §  800.401(a)-shall  descrihb  or  provide, 
as  applicable: 

(1)  The  transaction  in  question, 
including: 

(i)  A  summary  setting  forth  the 
essentials  of  the  transaction,  including  a 
statement  of  the  purpose  of  the 
transaction,  and  its  scope,  both  within 
and  outside  of  the  United  States; 

(ii)  The  nature  of  the  transaction,  for 
example,  w’hether  the  acquisition  is  by 
merger,  consolidation,  the  purchase  of 
voting  interest,  or  otherwise; 

(iii)  The  name.  United  States  address 
(if  any),  Web  site  address  (if  any), 
nationality  (for  individuals)  or  place  of 
incorporation  or  other  legal  organization 
(for  entities),  and  address  of  the 
principal  place  of  business  of  each 
foreign  person  that  is  a  party  to  the 
transaction; 

(iv)  The  name,  address,  website 
address  (if  any),  principal  place  of 
business,  and  place  of  incorporation  or 
other  legal  organization  of  the  U.S. 
business  that  is  the  subject  of  the 
transaction;  • 


(v)  The  name,  address,  and  nationality 
(for  individuals)  or  place  of 
incorporation  or  other  legal  organization 
(for  entities)  of: 

(A)  The  immediate  parent,  the 
ultimate  parent,  and  each  intermediate 
parent,  if  any,  of  the  foreign  person  that 
is  a  party  to  the  transaction; 

(B)  Where  the  ultimate  parent  is  a 
private  company,  the  ultimate  owner(s) 
of  such  parent;  and 

(C)  Where  the  ultimate  parent  is  a 
public  company,  any  shareholder  with 
an  interest  of  greater  than  five  percent 
in  such  parent; 

(vi)  The  name,  address,  website 
address  (if  any),  and  nationality  (for 
individuals)  or  place  of  incorporation  or 
other  legal  organization  (for  entities)  of 
the  person  that  will  ultimately  control 
the  U.S.  business  being  acquired; 

(vii)  The  expected  date  for  completion 

of  the  transaction,  or  the  date  it  was 
completed;  (viii)  A  good  faith 
approximation  of  the  net  value  of  the 
interest  acquired  in  the  U.S.  business  in 
U.S.  dollars,  as  of  the  date  of  the  notice; 
and  * 

(ix)  The  name  of  any  and  all  financial 
institutions  involved  in  the  transaction, 
including  as  advisors,  underwriters,  or  a 
source  of  financing  for  the  transaction; 

(2)  With  respect  to  a  transaction 
structured  as  an  acquisition  of  assets  of 

a  U.S.  business,  a  detailed  description  of 
the  assets  of  the  U.S.  business  being 
acquired,  including  the  approximate 
value  of  those  assets  in  U.S.  dollars; 

(3)  With  respect  to  the  U.S.  business 
that  is  the  subject  of  the  transaction  and 
any  entity  of  which  that  U.S.  business 
is  a  parent  (unless  that  entity  is 
excluded  from  the  scope  of  the 
transaction): 

(i)  Their  respective  business  activities, 
as,  for  example,  set  forth  in  annual 
reports,  and  the  product  or  service 
categories  of  each,  including  an  estimate 
of  U.S.  market  share  for  such  product  or 
service  categories  and  the  methodology 
used  to  determine  market  share,  and  a 
list  of  direct  competitors  for  those 
primary  product  or  service  categories; 

(ii)  The  street  address  (and  mailing 
address,  if  different)  within  the  United 
States  and  website  address  (if  any)  of 
each  facility  that  is  manufacturing 
classified  or  unclassified  products  or 
producing  services  described  in 
paragraph  (c)(3)(v)  of  this  section,  their 
respective  Commercial  and  Government 
Entity  Code  (CAGE  Code)  assigne*!  by 
the  Department  of  Defense,  their  Dun 
and  Bradstreet  identification  (DUNS) 
number,  and  their  North  American 
Industry  Classification  System  (NAICS) 
Code,  if  any: 

(iii)  Each  contract  (identified  by 
agency  and  number)  that  is  currently  in 


effect  or  was  in  effect  within  the  past 
five  years  with  any  agency  of  the  United 
States  Government  involving  any 
information,  technology,  or  data  that  is 
classified  under  Executive  Order  12958, 
as  amended,  its  estimated  final 
completion  date,  and  the  name,  office, 
and  telephone  number  of  the 
contracting  official; 

(iv)  Any  other  contract  (identified  by 
agency  and  number)  that  is  currently  in 
effect  or  was  in  effect  within  the  past 
three  years  with  any  United  States 
Government  agency  or  component  with 
national  defense,  homeland  security,  or 
other  national  security  responsibilities, 
including  law  enforcement 
responsibility  as  it  relates  to  defense, 
homeland  security,  or  national  security, 
its  estimated  final  completion  date,  and 
the  name,  office,  and  telephone  number 
of  the  contracting  official; 

(v)  Any  products  or  services 
(including  research  and  development): 

(A)  That  it  supplies,  directly  or 
indirectly,  to  any  agency  of  the  United 
States  Government,  including  as  a  prime 
contractor  or  first  tier  subcontractor,  a 
supplier  to  any  such  prime  contractor  or 
subcontractor,  or,  if  known  by  the 
parties  filing  the  notice,  a  subcontractor 
at  any  tier;  and 

(B)  If  known  by  the  parties  filing  the 
notice,  for  which  it  is  a  single  qualified 
source  (i.e.,  other  acceptable  suppliers 
are  readily  available  to  be  so  qualified) 
or  a  sole  source  (i.e.,  no  other  supplier 
has  needed  technology,  equipment,  and 
manufacturing  process  capabilities)  for 
any  such  agencies  and  whether  there  are 
other  suppliers  in  the  market  that  are 
available  to  be  so  qualified; 

(vi)  Any  products  or  services 
(including  research  and  development) 
that: 

(A)  It  supplies  to  third  parties  and  it 
knows  are  rebranded  by  the  purchaser 
or  incorporated  into  the  products  of 
another  entity,  and  the  names  or  brands 
under  which  such  rebranded  products 
or  services  are  sold;  and 

(B)  In  the  case  of  services,  it  provides 
on  behalf  of,  or  under  the  name  of, 
another  entity,  and  the  name  of  any 
such  entities: 

(vii)  For  the  prior  three  j^ears — 

(A)  The  number  of  priority  rated 
contracts  or  orders  under  the  Defense 
Priorities  and  Allocations  System 
(DPAS)  regulations  (15  CFR  part  700) 
that  the  U.S.  business  that  is  the  subject 
of  the  transaction  has  received  and  the 
level  of  priority  of  such  contracts  or 
orders  (“DX”  or  “DO”);  and 

(B)  The  number  of  such  priority  rated 
contracts  or  orders  that  the  U.S. 
business  has  placed  with  other  entities 
and  the  level  of  priority  of  such 
contracts  or  orders,  and  the  acquiring 
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party’^s  plan  to  ensure  that  any  new 
entity  formed  at  the  completion  of  the 
notified  transaction  (or  the  U.S. 
business,  if  no  new  entity  is  formed) 
complies  with  the  DPAS  regulations; 
and 

(viii)  A  description  and  copy  of  the 
cyber  security  plan,  if  any,  that  will  be 
used  to  protect  against  cyber  attacks  on 
the  operation,  design,  and  development 
of  the  U.S.  business’s  services, 
networks,  systems,  data  storage,  and 
facilities: 

(4)  Whether  the  U.S.  business  that  is 
being  acquired  produces  or  trades  in: 

(i)  Items  that  are  subject  to  the  EAR 
and,  if  so,  a  description  (which  may 
group  similar  items  into  general  product 
categories)  of  the  items  and  a  list  of  the 
relevant  commodity  classifications  set 
forth  on  the  CCL  (i.e..  Export  Control 
Classification  Numbers  (ECCNs)  or 
EAR99  designation); 

(ii)  Defense  articles  and  defense 
services,  and  related  technical  data 
covered  by  the  USML  in  the  ITAR,  and, 
if  so,  the  category  of  the  USML;  articles 
and  services  for  which  commodity 
jurisdiction  requests  (22  CFR  120.4)  are 
pending;  and  articles  and  services 
(including  those  under  development) 
that  may  be  designated  or  deterinined  in 
the  future  to  be  defense  articles  or 
defense  services  pursuant  to  22  CFR 
120.3; 

(iii)  Products  and  technology  that  are 
subject  to  export  authorization 
administered  by  the  Department  of 

•Energy  (10  CFR  part  810),  or  export 
licensing  requirements  administered  by 
the  Nuclear  Regulatory  Commission  (10 
CFR  part  110);  or 

(iv)  Select  Agents  and  Toxins  (7  CFR 
part  331,  9  CFR  part  121,  and  42  CFR 
part  73); 

(5)  Whether  the  U.S.  business  that  is 
‘the  subject  of  the  transaction: 

(i)  Possesses  any  licenses,  permits,  or 
other  authorizations  other  than  those 
under  the  regulatory  authorities  listed  in 
paragraph  (c)(4)  of  this  section  that  have 
been  granted  by  an  agency  of  the  United 
States  Government  (if  applicable, 
identification  of  the  relevant  licenses 
shall  be  provided);  or 

(ii)  Has  technology  that  has  military 
applications  (if  so,  an  identification  of 
such  technology  and  a  description  of 
such  military  applications  shall  be 
included):  and 

(6)  With  respect  to  the  foreign  person 
engaged  in  the  transaction  and  its 
parents: 

(i)  The  business  or  businesses  of  the 
foreign  person  and  its  ultimate  parent, 
as  such  businesses  are  described,  for 
example,  in  annual  reports,  and  the 
CAGE  codes,  NAICS  codes,  and  DUNS 
numbers,  if  any,  for  such  businesses; 


(ii)  The  plans  of  the  foreign  person  for 
the  U.S.  business  with  respect  to; 

(A)  Reducing,  eliminating,  or  selling 
research  and  development  facilities; 

(B)  Changing  product  quality; 

(C)  Shutting  down  or  moving  outside 
of  the  United  States  facilities  that-are 
within  the  United  States; 

(D)  Consolidating  or  selling  product 
lines  or  technology: 

(E)  Modifying  or  terminating  contracts 
referred  to  in  paragraphs  (c)(3)(iii)  and 
(iv)  of  this  section;  or 

(F)  Eliminating  domestic  supply  by 
selling  products  solely  to  non-domestic 
markets; 

(iii)  Whether  the  foreign  person  is 
controlled  by  or  acting  on  behalf  of  a 
foreign  government,  including  as  an 
agent  or  representative,  or  in  some 
similar  capacity,  and  if  so,  the  identity 
of  the  foreign  government; 

(iv)  Whether  a  foreign  government  or 
a  person  controlled  by  or  acting  on 
behalf  of  a  foreign  government: 

(A)  Has  or  controls  ownership 
interests,  including  convertible  voting 
instruments,  of  the  acquiring  foreign 
person  or  any  parent  of  the  acquiring 
foreign  person,  and  if  so,  the  nature  and 
amount  of  any  such  instruments,  and 
with  regard  to  convertible  voting 
instruments,  the  terms  and  timing  of 
their  conversion; 

(B)  Has  the  right  or  power  to  appoint 
any  of  the  principal  officers  or  the 
members  of  the  board  of  directors  of  the 
foreign  person  that  is  a  party  to  the 
transaction  or  any  parent  of  that  foreign 
person; 

(C)  Holds  any  contingent  interest  (for 
example,  such  as^ might  arise  from  a 
lending  transaction)  in  the  foreign 
acquiring  party  and,  if  so,  the  rights  that 
are  covered  by  this  contingent  interest, 
and  the  manner  in  which  they  would  be 
enforced:  or 

(D)  Has  any  other  affirmative  or 
negative  rights  or  powers  that  could  be 
relevant  to  the  Committee’s  • 
determination  of  whether  the  notified 
transaction  is  a  foreign  government- 
controlled  transaction,  and  if  there  are 
any  such  rights  or  powers,  their  source 
(for  example,  a  “golden  share,” 
shareholders  agreement,  contract, 
statute,  or  regulation)  and  the 
mechanics  of  their  operation; 

(v)  Any  formal  or  informal 
arrangements  among  foreign  persons 
that  hold  an  ownership  interest  in  the 
foreign  person  that  is  a  party  to  the 
transaction  or  between  such  foreign 
person  and  other  foreign  persons  to  act 
in  concert  on  particular  matters 
affecting  the  U.S.  business  that  is  the 
subject  of  the  transaction,  and  provide 
a  copy  of  any  documents  that  establish 


those  rights  or  describe  those 
arrangements; 

(vi)  For  each  member  of  the  board  of 
directors  or  similar  body  (including 
external  directors)  and  officers 
(including  president,  senior  vice 
president,  executive  vice  president,  and 
other  persons  who  [jerform  duties 
normally  associated  with  such  titles)  of 
the  acquiring  foreign  person  engaged  in 
the  transaction  and  its  immediate, 
intermediate,  and  ultimate  parents,  and 
for  any  individual  having  an  ownership 
interest  of  five  percent  or  more  in  the 
acquiring  foreign  person  engaged  in  the 
transaction  and  in  the  foreign  person’s 
ultimate  parent,  the  following 
information: 

(A)  A  curriculum  vitae  or  similar 
professional  synopsis,  provided  as  part 
of  the  main  notice,  and 

(B)  The  following  “personal  identifier 
information,”  which,  for  privacy 
reasons,  and  to  ensure  limited 
distribution,  shall  be  set  forth  in  a 
separate  document,  not  in  the  main 
notice: 

(1)  Full  name  (last,  first,  middle 
name); 

(2)  All  other  names  and  aliases  used; 

(3)  Business  address; 

(4)  Country  and  city  of  residence; 

(5)  Date  of  birth: 

(6)  Place  of  birth; 

(7)  U.S.  Social  Security  number 
(where  applicable); 

(8)  National  identity  number, 
including  nationality,  date  and  place  of 
issuance,  and  expiration  date  (where 
applicable); 

(9)  U.S.  or  foreign  passport  number  (if 
more  than  one,  all  must  be  fully 
disclosed),  nationality,  date  and  place  of 
issuance,  and  expiration  date  and,  if  a 
U.S.  visa  holder,  the  visa  type  and 
number,  date  and  place  of  issuance,  and 
expiration  date;  and 

(10)  Dates  and  nature  of  foreign 
government  and  foreign  military  service 
(where  applicable),  other  than  military 
service  at  a  rank  below  the  top  two  non¬ 
commissioned  ranks  of  the  relevant 
foreign  country;  and 

(vii)  The  following  “business 
identifier  information”  for  the 
immediate,  intermediate,  and  ultimate 
parents  of  the  foreign  person  engaged  in 
the  transaction,  including  their  main 
offices  and  branches: 

(A)  Business  name,  including  all 
names  under  which  the  business  is 
known  to  be  or  has  been  doing  business: 

(B)  Business  address; 

(C)  Business  phone  number,  fax 
number,  and  e-mail  address;  and 

(D)  Employer  identification  number  or 
other  domestic  tax  or  corporate 
identification  number. 

(d)  The  voluntary  notice  shall  list  any 
filings  with,  or  reports  to,  agencies  of 
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the  United  States  Government  that  have 
been  or  will  be  made  with  respect  to  the 
transaction  prior  to  its  closing, 
indicating  the  agencies  concerned,  the 
nature  of  the  filing  or  report,  the  date  on 
which  it  was  filed  or  the  estimated  date 
by  which  it  will  be  filed,  and  a  relevant 
contact  point  and/or  telephone  number 
within  the  agency,  if  known. 

Example.  Corporation  A,  a  foreign  person, 
intends  to  acquire  Corporation  X,  which  is 
wholly  owned  and  controlled  by  a  U.S. 
national  and  which  has  a  Facility  Security 
Clearance  under  the  Department  of  Defense 
Industrial  Security  Program.  See  Department 
of  Defense,  “Industrial  Security  Regulation,” 
DOD  5220. 22-R,  and  “Industrial  Security 
Manual  for  Safeguarding  Classified 
Information,”  DOD  5220.22-M.  Corporation 
X  accordingly  files  a  revised  Form  DD  SF- 
328,  and  enters  into  discussions  with  the 
Defense  Security  Service  about  effectively 
insulating  its  facilities  from  the  foreign 
person.  Corporation  X  may  also  have  made 
filings  with  the  Securities  and  Exchange 
Commission,  the  Department  of  Commerce, 
the  Department  of  State,  or  other  federal 
departments  and  agencies.  Paragraph  (d)  of 
this  section  requires  that  certain  specific 
information  about  these  filings  be  reported  to 
the  Committee  in  a  voluntary  notice. 

(e)  In  the  case  of  the  establishment  of 
a  joint  venture  in  which  one  or  more  of 
the  parties  is  contributing  a  U.S. 
business,  information  for  the  voluntary 
notice  shall  be  prepared  on  the 
assumption  that  the  foreign  person  that 
is  party  to  the  joint  venture  has  made  an 
acquisition  of  the  existing  U.S.  business 
that  the  other  party  to  the  joiril  venture 
is  conti  ibuting  or  transferring  to  the 
joint  venture.  The  voluntary  notice  shall 
describe  the  name  and  address  of  the 
joint  venture  and  the  entities  that 
established,  or  are  establishing,  the  joint 
venture. 

(f)  In  the  case  of  the  acquisition  of 
some  but  not  all  of  the  assets  of  an 
entity,  §  800.402(c)  requires  submission 
of  the  specified  information  only  with 
respect  to  the  assets  of  the  entity  that 
have  been  or  are  proposed  to  be 
acquired. 

(g)  Persons  filing  a  voluntary  notice 
shall,  with  respect  to  the  foreign  person 
that  is  a  party  to  the  transaction,  its 
immediate  parent,  the  U  S.  business  that 
is  the  subject  of  the  transaction,  and 
each  entity  of  which  the  foreign  person 
is  a  parent,  append  to  the  voluntary 
notice  the  most  recent  annual  report  of 
each  such  entity,  in  English.  Separate 
reports  are  not  required  for  any  entity 
whose  financial  results  are  included 
within  the  consolidated  financial  results 
stated  in  the  annual  report  of  any  parent 
of  any  such  entity,  unless  the 
transaction  involves  the  acquisition  of  a 
U.S.  business  whose  parent  is  not  being 
acquired,  in  which  case  the  notice  shall 


include  the  most  recent  audited 
financial  statement  of  the  U.S.  business 
that  is  the  subject  of  the  transaction.  If 
a  U.S.  business  does  not  prepare  an 
annual  report  and  its  financial  results 
are  not  included  within  the 
consolidated  financial  results  stated  in 
the  annual  report  of  a  parent,  the  filing 
shall  include,  if  available,  the  entity’s 
most  recent  audited  financial  statement 
(or,  if  an  audited  financial  statement  is 
not  available,  the  unaudited  financial 
statement). 

(h)  Persons  filing  a  voluntary  notice 
shall,  during  the  time  that  the  matter  is 
pending  before  the  Committee  or  the 
President,  promptly  advise  the  Staff 
Chairperson  of  any  material  changes  in 
plans,  facts  and  circumstances 
addressed  in  the  notice,  and  information 
provided  or  required  to  be  provided  to 
the  Committee  under  §  800.402,  and 
shall  file  amendments  to  the  notice  to 
reflect  such  material  changes.  Such 
amendments  shall  become  part  of  the 
notice  filed  by  such  persons  under 
§800.401,  and  the  certification  required 
under  §  800.402(1)  shall  apply  to  such 
amendments.  (See  also  §  800.701(d).) 

(i)  Persons  filing  a  voluntary  notice 
shall  include  a  copy  of  the  most  recent 
asset  or  stock  purchase  agreement  or 
other  document  establishing  the  agreed 
terms  of  the  transaction. 

(j)  Persons  filing  a  voluntary  notice 
shall  include: 

(1)  An  organizational  chart  illustrating 
all  of  the  entities  or  individuals  above 
the  foreign  person  that  is  a  party  to  the 
transaction  up  to  the  person  or  persons 
having  ultimate  control  of  that  person, 
including  the  percentage  of  shares  held 
by  each;  and 

(2)  The  opinion  of  the  person 
regarding  whether: 

(i)  it  is  a  foreign  person; 

(ii)  It  is  controlled  by  a  foreign 
government;  and 

(iii)  The  transaction  has  resulted  or 
could  result  in  control  of  a  U.S.  business 
by  a  foreign  person,  and  the  reasons  for 
its  view,  focusing  in  particular  on  any 
powers  (for  example,  by  virtue  of  a 
shareholders  agreement,  contract, 
statute,  or  regulation)  that  the  foreign 
person  will  have  with  regard  to  the  U.S. 
business,  and  how  those  powers  can  or 
will  be  exercised. 

(k)  Persons  filing  a  voluntary  notice 
shall  include  information  as  to  whether: 

(l)  Any  party  to  the  transaction  is,  or 
has  been,  a  party  to  a  mitigation 
agreement  entered  into  or  condition 
imposed  under  section  721,  and  if  so, 
shall  specify  the  date  and  purpose  of 
such  agreement  or  condition  and  the 
United  States  Government  signatories: 
and 


(2)  Any  party  to  the  transaction  has 
been  a  party  to  a  transaction  previously 
notified  to  the  Committee. 

(l)  Each  party  filing  a  voluntary  notice 
shall  provide  a  certification  of  the  notice 
consistent  with  §  800.202.  A  sample 
certification  may  be  found  on  the 
Committee’s  section  of  the  Department 
of  the  Treasury  Web  site,  available  at 

h  ttp://vi'ww.  treas.gov/offices/ 
in  ternational-affairs/cfi  us/ in  dex.sh  tinl. 

(m)  Persons  filing  a  voluntary  notice 
shall  include  with  the  notice  a  list 
identifying  each  document  provided  as 
part  of  the  notice,  including  all 
documents  provided  as  attachments  or 
exhibits  to  the  narrative  response. 

§  800.403  Deferral,  rejection,  or  disposition 
of  certain  voluntary  notices. 

(a)  The  Committee,  acting  through  the 
Staff  Chairperson,  may: 

(1)  Reject  any  voluntary  notice  that 
does  not  comply  with  §  800.402  and  so 
inform  the  parties  promptly  in  writing; 

(2)  Reject  any  voluntary  notice  at  any 
time,  and  so  inform  the  parties  promptly 
in  writing,  if,  after  the  notice  has  been 
submitted  and  before  action  by  the 
Committee  or  the  President  has  been 
concluded: 

(i)  There  is  a  material  change  in  the 
transaction  as  to  which  notification  has 
been  made;  or 

(ii)  Information  comes  to  light  that 
contradicts  material  information 
provided  in  the  notice  by  the  parties; 

(3)  Reject  any  voluntary  notice  at  any 
time  after  the  notice  has  been  accepted, 
and  so  inform  the  parties  promptly  in 
writing,  if  the  party  or  parties  that  have 
submitted  the  voluntary  notice  do  not 
provide  follow-up  information 
requested  by  the  Staff  Chairperson 
within  three  business  days  of  the 
request,  or  within  a  longer  time  frame  if 
the  parties  so  request  in  w’riting  and  the 
Staff  Chairperson  grants  that  request  in 
writing;  or 

(4)  Reject  any  voluntary  notice  bgfore 
the  conclusion  of  a  review  or 
investigation,  and  so  inform  the  parties 
promptly  in  writing,  if  one  of  the  parties 
submitting  the  voluntary  notice  has  not 
submitted  the  final  certification 
required  by  §  800. 701  (d). 

(b)  Notwithstanding  the  authority  of 
the  Staff  Chairperson  under  paragraph 
(a)  of  this  section  to  reject  an  incomplete 
notice,  the  Staff  Chairperson  may  defer 
acceptance  of  the  notice,  and  the 
beginning  of  the  thirty-day  review 
period,  to  obtain  any  information 
required  under  this  section  that  has  not 
been  submitted  by  the  notifying  party  or 
parties  or  other  parties  to  the 
transaction.  Where  necessary  to  obtain 
such  information,  the  Staff  Chairperson 
may  inform  any  non-notifying  party  or 
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parties  that  notice  has  been  filed  with 
respect  to  a  proposed  transaction 
involving  the  party,  and  request  that 
certain  information  required  under  this 
section,  as  specified  by  the  Staff 
Chairperson,  be  provided  to  the 
Committee  within  seven  days  after 
receipt  of  the  Staff  Chairperson’s 
request. 

(c)  The  Staff  Chairperson  shall  notify 
the  parties  when  the  Committee  has 
found  that  the  transaction  that  is  the 
subject  of  a  voluntary  notice  is  not  a 
covered  transaction. 

Example  1.  The  Staff  Chairperson  receives 
a  joint  notice  from  Corporation  A,  a  foreign 
person,  and  Corporation  X,  a  company  that 
is  owned  and  controlled  by  U.S.  nationals, 
with  respect  to  Corporation  A’s  intent  to 
purchase  all  of  the  shares  of  Corporation  X. 
The  joint  notice  does  not  contain  any 
information  described  under 
§  800.402(c)(3Kiii)  and  (iv)  concerning 
classified  materials  and  products  or  services 
supplied  to  the  U.S.  military  services.  The 
Staff  Chairperson  may  reject  the  notice  or 
defer  the  start  of  the  thirty-day  review  period 
until  the  parties  have  supplied  the  omitted 
information. 

Example  2.  Same  facts  as  in  the  first 
sentence  of  Example  1,  except  that  the  joint 
notice  indicates  that  Corporation  A  does  not 
intend  to  purchase  Corporation  X’s  Division 
Y,  which  is  engaged  in  classified  work  for  a 
U.S.  Government  agency.  Corporations  A  and 
X  notify  the  Committee  on  the  25th  day  of 
the  30-day  notice  period  that  Division  Y  will 
also  be  acquired  by  Corporation  A.  This  fact 
constitutes  a  material  change  with  respect  to 
the  transaction  as  originally  notified,  and  the 
Staff  Chairperson  may  reject  the  notice. 

Example  3.  The  Staff  Chairperson  receives 
a  joint  notice  by  Corporation  A,  a  foreign 
person,  and  Corporation  X,  a  U.S.  business, 
indicating  that  Corporation  A  intends  to 
purchase  five  percent  of  the  voting  securities 
of  Corporation  X.  Under  the  particular  facts 
and  circumstances  presented,  the  Committee 
concludes  that  Corporation  A’s  purchase  of 
this  interest  in  Corporation  X  could  not  result 
in  foreign  control  of  Corporation  X.  The  Staff 
Chairperson  shall  advise  the  parties  in 
writing  that  the  transaction  as  presented  is 
not  subject  to  section  721. 

Example  4.  The  Staff  Chairperson  receives 
a  voluntary  notice  involving  the  acquisition 
by  Company  A,  a  foreign  person,  of  the  entire 
interest  in  Ck)mpany  X,  a  U.S.  business.  The 
notice  mentions  the  involvement  of  a  second 
foreign  person  in  the  transaction.  Company 
B,  but  states  that  Company  B  is  merely  a 
passive  investor  in  the  transaction.  During 
the  course  of  the  review,  the  parties  provide 
information  that  clarifies  that  Company  B  has 
the  right  to  appoint  two  members  of 
Company  X’s  board  of  directors.  This 
information  contradicts  the  material  assertion 
in  the  notice  that  Company  B  is  a  passive 
investor.  The  Committee  may  reject  this 
notice  without  concluding  review  under 
section  721. 


Subpart  E — Committee  Procedures: 
Review  and  investigation 

§800.501  General. 

(a)  The  Committee’s  review  or 
investigation  (If  necessary)  shall 
examine,  as  appropriate,  whether: 

(1)  The  transaction  is  by  or  with  any 
foreign  person  and  could  result  in 
foreign  control  of  a  U.S.  business; 

(2)  There  is  credible  evidence  to 
support  a  belief  that  any  foreign  person 
exercising  control  of  that  U.S.  business 
might  take  action  that  threatens  to 
impair  the  national  security  of  the 
United  States;  and 

(3)  Provisions  of  law,  other  than 
section  721  and  the  International 
Emergency  Economic  Powers  Act, 
provide  adequate  and  appropriate 
authority  to  protect  the  national  security 
of  the  United  States. 

(b)  During  the  thirty-day  review 
period  or  during  an  investigation,  the 
Staff  Chairperson  may  invite  the  parties 
to  a  notified  transaction  to  attend  a 
meeting  with  the  Committee  staff  to 
discuss  and  clarify  issues  pertaining  to 
the  transaction.  During  an  investigation, 
a  party  to  the  transaction  under 
investigation  may  request  a  meeting 
with  the  Committee  staff;  such  a  request 
ordinarily  will  be  granted. 

(c)  The  Staff  Chairperson  shall  be  the 
point  of  contact  for  receiving  material 
filed  with  the  Committee,  including 
notices. 

(d)  Where  more  than  one  lead  agency 
is  designated,  communications  on 
material  matters  between  a  party  to  the 
transaction  and  a  lead  agency  shall 
include  all  lead  agencies  designated 
with  regard  to  those  matters. 

§  800.502  Beginning  of  thirty-day  review 
period. 

(a)  The  Staff  Chairperson  of  the 
Committee  shall  accept  a  voluntary 
notice  the  next  business  day  after  the 
Staff  Chairperson  has; 

(1)  Determined  that  the  notice 
complies  with  §  800.402;  and 

(2)  Disseminated  the  notice  to  all 
members  of  the  Committee. 

(b)  A  thirty-day  period  "for  review  of 
a  transaction  shall  commence  on  the 
date  on  which  the  voluntary  notice  has 
been  accepted,  agency  notice  has  been 
received  by  the  Staff  Chairperson  of  the 
Committee,  or  the  Chairperson  of  the 
Committee  has  requested  a  review 
pursuant  to  §  800.401(b).  Such  review 
shall  end  no  later  than  the  thirtieth  day 
after  it  has  commenced,  or  if  the 
thirtieth  day  is  not  a  business  day,  no 
later  than  the  next  business  day  after  the 
thirtieth  day. 

(c)  The  Staff  Chairperson  shall 
promptly  and  in  writing  advise  all 


parties  to  a  transaction  that  have  filed  a 
voluntary  notice  of: 

(1)  The  acceptance  of  the  notice; 

(2)  The  date  on  which  the  review 
begins;  and 

(3)  The  designation  of  any  lead  agency 
or  agencies. 

(d)  Within  two  business  days  after 
receipt  of  an  agency  notice  by  the  Staff 
Chairperson,  the  Staff  Chairperson  shall 
send  written  advice  of  such  notice  to  the 
parties  to  a  covered  transaction.  Such 
written  advice  shall  identify  the  date  on 
which  the  review  began. 

(e)  The  Staff  Chairperson  shall 
promptly  circulate  to  all  Committee 
members  any  draft  pre-filing  notice,  any 
agency  notice,  any  complete  notice,  and 
any  subsequent  information  filed  by  the 
parties. 

§  800.503  Determination  of  whether  to 
undertake  an  investigation. 

(a)  After  a  review  of  a  notified 
transaction  under  §  800.502,  the 
Committee  shall  undertake  an 
investigation  of  any  transaction  that  it 
has  determined  to  be  a  covered 
transaction  if; 

(1)  A  member  of  the  Committee  (other 
than  a  member  designated  as  ex  officio 
under  section  721(k))  advises  the  Staff 
Chairperson  that  the  member  believes 
that  the  transaction  threatens  to  impair 
the  national  security  of  the  United 
States  and  that  the  threat  has  not  been 
mitigated;  or 

(2)  The  lead  agency  recommends,  and 
the  Committee  concurs,  that  an 
investigation  be  undertaken. 

(b)  The  Committee  shall  also 
undertake,  after  a  review  of  a  covered 
transaction  under  §  800.502,  an 
investigation  to  determine  the  effects  on 
national  security  of  any  covered 
transaction  that: 

(1)  Is  a  foreign  government-controlled 
transaction:  or 

(2)  Would  result  in  control  by  a 
foreign  person  of  critical  infrastructure 
of  or  within  the  United  States,  if  the 
Committee  determines  that  the 
transaction  could  impair  the  national 
security  and  such  impairment  has  not 
been  mitigated. 

(c)  The  Committee  shall  undertake  an 
investigation  as  described  in  paragraph 
(b)  of  this  section  unless  the 
Chairperson  of  the  Committee  (or  the 
Deputy  Secretary  of  the  Treasury)  and 
the  head  of  any  lead  agency  (or  his  or 
her  delegee  at  the  deputy  level  or 
equivalent)  designated  by  the 
chairperson  determine  on  the  basis  of 
the  review  that  the  covered  transaction 
will  not  impair  the  national  security  of 
the  United  States. 
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§800.504  Determination  not  to  undertake 
an  investigation. 

If  the  Committee  determines,  during 
the  review  period  described  in 
§  800.502,  not  to  undertake  an 
investigation  of  a  notified  covered 
transaction,  action  under  section  721 
shall  be  concluded.  An  official  at  the 
Department  of  the  Treasury  shall 
promptly  send  written  advice  to  the 
parties  to  a  covered  transaction  of  a 
determination  of  the  Committee  not  to 
undertake  an  investigation  and  to 
conclude  action  under  section  721. 

§800.505  Commencement  of 
investigation. 

(a)  If  it  is  determined  that  an 
investigation  should  be  undertaken, 
such  investigation  shall  commence  no 
later  than  the  end  of  the  thirty-day 
review  period  described  in  §  800.502. 

(b)  An  official  of  the  Depeutment  of 
the  Treasury  shall  promptly  send 
written  advice  to  the  parties  to  a 
covered  transaction  of  the 
commencement  of  an  investigation. 

§  800.506  Completion  or  termination  of 
investigation  and  report  to  the  President. 

(a)  The  Committee  shall  complete  an 
investigation  no  later  than  the  45th  day 
after  the  date  the  investigation 
commences,  or,  if  the  45th  day  is  not  a 
business  day,  no  later  than  the  next 
business  day  after  the  45th  day. 

(b)  Upon  completion  or  termination  of 
any  investigation,  the  Committee  shall 
send  a  report  to  the  President  requesting 
the  President’s  decision  if: 

(1)  The  Committee  recommends  that 
the  President  suspend  or  prohibit  the 
transaction; 

(2)  The  members  of  the  Committee 
(other  than  a  member  designated  as  ex 
officio  under  section  721(k))  are  unable 
to  reach  a  decision  on  whether  to 
recommend  that  the  President  suspend 
or  prohibit  the  transaction;  or 

(3)  The  Committee  requests  that  the 
President  make  a  determination  with 
regard  to  the  transaction. 

(c)  In  circumstances  when  the 
Committee  sends  a  report  to  the 
President  requesting  the  President’s 
decision  with  respect  to  a  covered 
transaction,  such  report  shall  include 
information  relevant  to  sections 
721(d)(4)(A)  and  (B),  and  shall  present 
the  Committee’s  recommendation.  If  the 
Committee  is  unable  to  reach  a  decision 
to  present  a  single  recommendation  to 
the  President,  the  Chairperson  of  the 
Committee  shall  submit  a  report  of  the 
Committee  to  the  President  setting  forth 
the  differing  views  and  presenting  the 
issues  for  decision. 

(d)  Upon  completion  or  termination  of 
an  investigation,  if  the  Committee 


determines  to  conclude  all  deliberative 
action  under  section  721  with  regard  to 
a  notified  covered  transaction  without 
sending  a  report  to  the  President,  action 
under  section  721  shall  be  concluded. 
An  official  at  the  Departm'ent  of  the 
Treasury  shall  promptly  advise  the 
parties  to  such  a  transaction  in  writing 
of  a  determination  to  conclude  action. 

§  800.507  Withdrawal  of  notice. 

(a)  A  party  (or  parties)  to  a  transaction 
that  has  filed  notice  under  §  800.401(a) 
may  request  in  writing,  at  any  time  prior 
to  conclusion  of  all  action  under  section 
721,  that  such  notice  be  withdrawn. 
Such  request  shall  be  directed  to  the 
Staff  Chairperson  and  shall  state  the 
reasons  why  the  request  is  being  made. 
Such  requests  will  ordinarily  be 
granted,  unless  otherwise  determined  by 
the  Committee.  An  official  of  the 
Department  of  the  Treasury  will 
promptly  advise  the  parties  to  the 
transaction  in  writing  of  the 
Committee’s  decision. 

(b)  Any  request  to  withdraw  an 
agency  notice  by  the  agency  that  filed  it 
shall  be  in  writing  and  shall  be  effective 
only  upon  approval  by  the  Committee. 
An  official  of  the  Department  of  the 
Treasury  shall  advise  the  parties  to  the 
transaction  in  writing  of  the 
Committee’s  decision  to  approve  the 
withdrawal  request  within  two  business 
days  of  the  Committee’s  decision. 

(c)  In  any  case  where  a  request  to 
withdraw  a  notice  is  granted  under 
paragraph  (a)  of  this  section: 

(1)  The  Staff  Chairperson,  in 
consultation  with  the  Committee,  shall 
establish,  as  appropriate: 

(1)  A  process  for  tracking  actions  that 
may  be  taken  by  any  party  to  the 
covered  transaction  before  notice  is 
refiled  under  §  800.401;  and 

(ii)  Interim  protections  to  address 
specific  national  security  concerns  with 
the  transaction  identified  during  the 
review  or  investigation  of  the 
transaction. 

(2)  The  Staff  Chairperson  shall  specify 
a  time  frame,  as  appropriate,  for  the 
parties  to  resubmit  a  notice  and  shall 
advise  the  parties  of  that  time  frame  in 
writing. 

(d)  A  notice  of  a  transaction  that  is 
submitted  pursuant  to  paragraph  (c)(2) 
of  this  section  shall  be  deemed  a  new 
notice  for  purposes  of  the  regulations  in 
this  part,  including  §800.601. 

§  800.508  Role  of  the  Secretary  of  Labor. 

In  response  to  a  request  from  the 
Chairperson  of  the  Committee,  the 
Secretary  of  Labor  shall  identify  for  the 
Committee  any  risk  mitigation 
provisions  proposed  to  or  by  the 
Committee  that  would  violate  U.S. 


employment  laws  or  require  a  party  to 
violate  U.S.  employment  laws.  The 
Secretary  of  Labor  shall  serve  no  policy 
role  on  the  Committee. 

§  800.509  Materiality. 

The  Committee  generally  will  not 
consider  as  material  minor  inaccuracies, 
omissions,  or  changes  relating  to 
financial  or  commercial  factors  not 
having  a  bearing  on  national  security. 

Subpart  F — Finality  of  Action 

§  800.601  Finality  of  actions  under  section 
721. 

(a)  All  authority  available  to  the 
President  or  the  Committee  under 
section  721(d),  including  divestment 
authority,  shall  remain  available  at  the 
discretion  of  the  President  with  respect 
to  covered  transactions  proposed  or 
pending  on  or  after  August  23, 1988. 
Such  authority  shall  not  be  exercised  if: 

(1)  The  Committee,  through  its  Staff 
Chairperson,  has  advised  a  party  (or  the 
parties)  in  writing  that  a  particular 
transaction  with  respect  to  which 
voluntary  notice  has  been  filed  is  not  a 
covered  transaction; 

(2)  The  parties  to  the  transaction  have 
been  advised  in  writing  pursuant  to 

§  800.504  or  §  800.506(d)  that  the 
Committee  has  concluded  all  action 
under  section  721  with  respect  to  the 
covered  transaction;  or 

(3)  The  President  has  previously 
announced,  pursuant  to  section  721(d), 
his  decision  not  to  exercise  his  authority 
under  section  721  with  respect  to  the 
covered  transaction. 

(b)  Divestment  or  other  relief  under 
section  721  shall  not  be  available  with 
respect  to  transactions  that  were 
completed  prior  to  August  23,  1988. 

Subpart  G — Provision  and  Handling  of 
Information 

§  800.701  Obligation  of  parties  to  provide 
information. 

(a)  Parties  to  a  transaction  that  is 
notified  under  subpart  D  shall  provide 
information  to  the  Staff  Chairperson  that 
will  enable  the  Committee  to  conduct  a 
full  review  and/or  investigation  of  the 
proposed  transaction,  and  shall 
promptly  advise  the  Staff  Chairperson  of 
any  material  changes  in  plans  or 
information  pursuant  to  §  800.402(h).  If 
deemed  necessary  by  the  Committee, 
information  may  be  obtained  from 
parties  to  a  transaction  or  other  persons 
through  subpoena  or  otherwise, 
pursuant  to  50  U.S.C.  App.  2155(a). 

(b)  Documentary  materials  or 
information  required  or  requested  to  be 
filed  with  the  Committee  under  this  part 
shall  be  submitted  in  English. 
Supplementary  materials,  such  as 
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annual  reports,  written  in  a  foreign 
language,  shall  be  submitted  in  certified 
English  translation. 

(c)  Any  information  filed  with  the 
Committee  by  a  party  to  a  covered 
transaction  in  connection  with  any 
action  for  which  a  report  is  required 
pursuant  to  section  721{1){3)(B)  with 
respect  to  the  implementation  of  a 
mitigation  agreement  or  condition 
described  in  section  721(1)(1)(A)  shall  be 
accompanied  by  a  certification  that 
complies  with  the  requirements  of 
section  721(n)  and  §800.202.  A  sample 
certification  may  be  found  at  the 
Committee’s  section  of  the  Department 
of  the  Treasury  Web  site  at  http:// 

WWW. treas.gov/offices/in  ternational- 
affairs/cfius/index.shtml. 

(d)  At  the  conclusion  of.a  review  or 
investigation,  each  party  that  has  filed 
additional  information  subsequent  to 
the  original  notice  shall  file  a  final 
certification.  (See  §  800.202.)  A  sample 
certification  may  be  found  at  the 
Committee’s  section  of  the  Department 
of  the  Treasury  Web  site  at  http:// 
www.treas.gov/offices/international- 
aff airs /cf ins/ index. shtml. 

§  800.702  Confidentiality. 

(a)  Any  information  or  documentary 
material  filed  with  the  Committee 
pursuant  to  this  part,  including 
information  or  documentary  material 
filed  pursuant  to  §  800.401(f),  shall  be 
exempt  from  disclosure  under  5  U.S.C. 
552  and  no  such  information  or 
documentary  material  may  be  made 
public,  except  as  may  be  relevant  to  any 
administrative  or  judicial  action  or 
proceeding.  Nothing  in  this  part  shall  be 
construed  to  prevent  disclosure  to  either 
House  of  Congress  or  to  any  duly 
authorized  committee  or  subcommittee 
of  the  Congress,  in  accordance  with 
subsections  (b)(3)  and  (g)(2)(A)  of 
section  721. 

(b)  This  section  shall  continue  to 
apply  with  respect  to  information  and 
documentary  material  filed  with  the 
Committee  in  any  case  where: 

(1)  Action  has  concluded  under 
section  721  concerning  a  notified 
transaction; 

(2)  A  request  to  withdraw  notice  is 
granted  under  §  800.507,  or  where 


notice  has  been  rejected  under  ’ ' ' "  - 

§800.403; 

(3)  The  Committee  determines  that  a 
notified  transaction  is  not  a  covered 
transaction;  or 

(4)  Such  information  or  documentary 
material  was  filed  pursuant  to 

§  800.401(f)  and  the  parties  do  not 
subsequently  file  a  notice  pursuant  to 
§  800.401(a). 

(c)  Nothing  in  paragraph  (a)  of  this 
section  shall  be  interpreted  to  prohibit 
the  public  disclosure  by  a  party  of 
documentary  material  or  information 
that  it  has  filed  with  the  Committee. 

Any  such  documentary  material  or 
information  so  disclosed  may 
subsequently  be  reflected  in  the  public 
statements  of  the  Chairperson,  who  is 
authorized  to  communicate  with  the 
public  and  the  Congress  on  behalf  of  the 
Committee,  or  of  the  Chairperson’s 
designee. 

(d)  The  provisions  of  50  U.S.C.  App. 

2155(d)  relating  to  fines  and  < 

imprisonment  shall  apply  with  respect 
to  the  disclosure  of  information  or 
documentary  material  filed  with  the 
Committee  under  these  regulations. 

Subpart  H — Penalties 

§  800.801  Penalties. 

(a)  Any  person  who,  after  the  effective 
date,  intentionally  or  through  gross 
negligence,  submits  a  material 
misstatement  or  omission  in  a  notice  or 
makes  a  false  certification  under 

§§  800.402(1)  or  800.701(c)  may  be  liable 
to  the  United  States  for  a  civil  penalty 
not  to  exceed  $250,000  per  violation. 
The  amount  of  the  penalty  assessed  for 
a  violation  shall  be  based  on  the  nature 
of  the  violation. 

(b)  Any  person  who,  after  the  effective 
date,  intentionally  or  through  gross 
negligence,  violates  a  material  provision 
of  a  mitigation  agreement  entered  into 
with,  or  a  material  condition  imposed 
by,  the  United  States  under  section 
721(1)  may  be  liable  to  the  United  States 
for  a  civil  penalty  not  to  exceed 
$250,000  per  violation  or  the  value  of 
the  transaction,  whichever  is  greater. 
Any  penalty  assessed  under  this 
paragraph  shall  be  based  on  the  nature 
of  the  violation  and  shall  be  separate 
and  apart  from  any  damages  sought 
pursuant  to  a  mitigation  agreement 


under  section  721(1),  or  any  hction  taken 
under  section  721(b)(1)(D). 

(c)  A  mitigation  agreement  entered 
into  or  amended  under  section  721(1) 
after  the  effective  date  may  include  a 
provision  providing  for  liquidated  or 
actual  damages  for  breaches  of  the 
agreement  by  parties  to  the  transaction. 
The  Committee  shall  set  the  amount  of 
any  liquidated  damages  as  a  reasonable 
assessment  of  the  harm  to  the  national 
security  that  could  result  from  a  breach 
of  the  agreement.  Any  mitigation 
agreement  containing  a  liquidated 
damages  provision  shall  include  a 
provision  specifying  that  the  Committee 
will  consider  the  severity  of  the  breach 
in  deciding  whether  to  seek  a  lesser 
amount  than  that  stipulated  in  the 
contract. 

(d)  A  determination  to  impose 
penalties  under  paragraph  (a)  or  (b)  of 
this  section  must  be  made  by  the  named 
members  of  the  Committee,  except  to 
the  extent  delegated  by  such  official. 
Notice  of  the  penalty,  including  a 
written  explanation  of  the  penalized 
conduct  and  the  amount  of  the  penalty, 
shall  be  sent  to  the  penalized  party  by 
U.S.  mail. 

(e)  Upon  receiving  notice  of  the 
imposition  of  a  penalty  under  paragraph 
(a)  or  (b)  of  this  section,  the  penalized 
party  may,  within  15  days  of  receipt  of 
the  notice  of  the  penalty,  submit  a 
petition  for  reconsideration  to  the  Staff 
Chairperson,  including  a  defense, 
justification,  or  explanation  for  the 
penalized  conduct.  The  Committee  will 
review  the  petition  and  issue  a  final 
decision  within  15  days  of  receipt  of  the 
petition. 

(f)  The  penalties  authorized  in 
paragraphs  (a)  and  (b)  of  this  section 
may  be  recovered  in  a  civil  action 
brought  by  the  United  States  in  federal 
district  court. 

(g)  The  penalties  available  under  this 
section  are  without  prejudice  to  other 
penalties,  civil  or  criminal,  available 
under  law. 

Dated:  November  14,  2008. 

Clay  Lowery, 

Assistant  Secretary  (International  Affairs). 

[FR  Doc.  E8-27525  Filed  11-17-08;  11:15 
am] 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

42  CFR  Part  3 
RIN  0919-AA01 

Patient  Safety  and  Quality 
Improvement 

AGENCY:  Agency  for  Healthcare  Research 
and  Quality,  Office  for  Civil  Rights, 
Department  of  Health  and  Human 
Services. 

ACTION:  Final  rule. 

SUMMARY:  The  Secretary  of  Health  and 
Human  Services  is  adopting  rules  to 
implement  certain  aspects  of  the  Patient 
Safety  and  Quality  Improvement  Act  of 
2005'  Pub.  L.  109-41,  42  U.S.C.  299b- 
21 — b-26  (Patient  Safety  Act).  The  final 
rule  establishes  a  framework  by  which 
hospitals,  doctors,  and  other  health  care 
providers  may  voluntarily  report 
information  to  Patient  Safety 
Organizations  (PSOs),  on  a  privileged 
and  confidential  basis,  for  the 
aggregation  and  analysis  of  patient 
safety  events. 

The  final  rule  outlines  the 
requirements  that  entities  must  meet  to 
become  PSOs  and  the  processes  by 
which  the  Secretary'  will  review  and 
accept  certifications  and  list  PSOs.  It 
also  describes  the  privilege  and 
confidentiality  protections  for  the 
information  that  is  assembled  and 
developed  by  providers  and  PSOs,  the 
exceptions  to  these  privilege  and 
confidentiality  protections,  and  the 
procedures  for  the  imposition  of  civil 
money  penalties  for  the  knowing  or 
reckless  impermissible  disclosure  of 
patient  safety  work  product. 

DATES:  The  final  rule  is  effective  on 
January  19,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Susan  Grinder,  Agency  for  Healthcare 
Research  and  Quality,  540  Gaither  Road, 
Rockville,  MD  20850,  (301)  427-1111  or 
(866)  403-3697. 

SUPPLEMENTARY  INFORMATION:  On 

February  12,  2008,  the  Department  of 
Health  and  Human  Services  (HHS) 
published  a  Notice  of  Proposed 
Rulemaking  (proposed  rule)  at  73  P’R 
8112  proposing  to  implement  the 
Patient  Safety  Act.  The  comment  period 
closed  on  April  14,  2008.  One-hundred- 
sixty-one  comments  were  received 
during  the  comment  period. 

I.  Background 

Statutory'  Background 

This  final  rule  establishes  the 
authorities,  processes,  and  rules 
necessary  to  implement  the  Patient 
Safety  Act  that  amended  the  Public 


Health  Service  Act  (42  U.S.C.  299  et 
seq.)  by  inserting  new  sections  921 
through  926,  42  U.S.C.  299b-21  through 
299b-26.’  The  Patient  Safety  Act 
focuses  on  creating  a  voluntary  program 
through  which  health  care  providers  can 
share  information  relating  to  patient 
safety  events  with  PSOs,  with  the  aim 
of  improving  patient  safety  and  the 
quality  of  care  nationwide.  The  statute 
attaches  privilege  and  confidentiality 
protections  to  this  information,  termed 
“patient  safety  work  product,”  to 
encourage  providers  to  share  this 
information  without  fear  of  liability  and 
creates  PSOs  to  receive  this  protected 
information  and  analyze  patient  safety 
events.  These  protections  will  enable  all 
health  care  providers,  including  multi¬ 
facility  health  care  systems,  to  share 
data  within  a  protected  legal 
environment,  both  within  and  across 
states,  without  the  threat  that  the 
information  will  be  used  against  the 
subject  providers. 

However,  we  note  that  section 
922(g)(2)  of  the  Public  Health  Service 
Act  is  quite  specific  that  these 
protections  do  not  relieve  a  provider 
from  its  obligation  to  comply  with  other 
Federal,  State,  or  local  laws  pertaining 
to  information  that  is  not  privileged  or 
confidential  under  the  Patient  Safety 
Act:  section  922(g)(5)  of  the  Public 
Health  Service  Act  states  that  the 
Patient  Safety  Act  does  not  affect  any 
State  law  requiring  a  provider  to  report 
information  that  is  not  patient  safety 
work  product.  The  fact  that  information 
is  collected,  developed,  or  analyzed 
under  the  protections  of  the  Patient 
Safety  Act  does  not  shield  a  provider 
from  needing  to  undertake  similar 
activities,  if  applicable,  outside  the 
ambit  of  the  statute,  so  that  the  provider 
can  meet  its  obligations  with  non¬ 
patient  safety  work  product.  The  Patient 
Safety  Act,  while  precluding  other 
organizations  and  entities  from 
requiring  providers  to  provide  them 
with  patient  safety  work  product, 
recognizes  that  the  original  records 
underlying  patient  safety  work  product 
remain  available  in  most  instances  for 
the  providers  to  meet  these  other 
reporting  requirements. 

We  note  also  that  the  Patient  Safety 
Act  references  the  Standards  for  the 
Privacy  of  Individually  Identifiable 
Health  Information  under  the  Health 
Insurance  Portability  and 
Accountability  Act  of  1996  (HIPAA 
Privacy  Rule),  45  CFR  parts  160  and 
164.  Many  health  care  providers 
participating  in  this  program  will  be 


'  All  citations  to  provisions  in  the  Patient  Safety 
Act  will  be  to  the  sections  in  the  Public  Health 
Service  Act  or  to  its  location  in  the  U.S.  Code. 


covered  entities  under  the  HIPAA 
■Privacy  Rule  and  will  be  required  to 
comply  with  the  HIPAA  Privacy  Rule 
when  they  disclose  patient  safety  work 
product  that  contains  protected  health 
information.  The  Patient  Safety  Act  is 
clear  that  it  is  not  intended  to  interfere 
with  the  implementation  of  any 
provision  of  the  HIPAA  Privacy  Rule. 
See  42  U.S.C.  299b-22(g)(3).  The  statute 
also  provides  that  civil  money  penalties 
cannot  be  imposed  under  both  the 
Patient  Safety  Act  and  the  HIPAA 
Privacy  Rule  for  a  single  violation.  See 
42  U.S.C.  299b-22(f).  In  addition,  the 
statute  states  that  PSOs  shall  be  treated 
as  business  associates,  and  patient 
safety  activities  are  deemed  to  be  health 
care  operations  under  the  HIPAA 
Privacy  Rule.  See  42  U.S.C.  299b  and 
299-22(i).  Since  patient  safety  activities 
are  deemed  to  be  health  care  operations, 
the  HIPAA  Privacy  Rule  does  not 
require  covered  providers  to  obtain 
patient  authorizations  to  disclose 
patient  safety  work  product  containing 
protected  health  information  to  PSOs. 
Additionally,  as  business  associates  of 
providers,  PSOs  must  abide  by  the  terms 
of  their  HIPAA  business  associate 
contracts,  w'hich  require  them  to  notify 
the  provider  of  any  impermissible  use  or 
disclosure  of  the  protected  health 
information  of  which  they  are  aware. 

See  45  CFR  164.504(e)(2)(ii)(C). 

II.  Overview  of  the  Proposed  and  Final 
Rules 

A.  The  Proposed  Rule 

The  proposed  rule  sought  to 
implement  the  Patient  Safety  Act  to 
create  a  voluntary  system  through 
which  providers  could  share  sensitive 
information  relating  to  patient  safety 
events  without  fear  of  liability,  which 
should  lead  to  improvements  in  patient 
safety  and  in  the  quality  of  patient  care. 
The  proposal  reflected  an  approach  to 
the  implementation  of  the  Patient  Safety 
Act  intended  to  ensure  adequate 
flexibility  within  the  bounds  of  the 
statutory  provisions  and  to  encourage 
providers  to  participate  in  this 
voluntary  program.  The  proposed  rule 
emphasized  that  this  program  is  not 
federally  funded  and  will  be  put  into 
operation  by  the  providers  and  PSOs 
that  wish  to  participate  with  little  direct 
federal  involvement.  However,  the 
process  for  certification  and  listing  of 
PSOs  will  be  implemented  and  overseen 
by  the  Agency  for  Healthcare  Research 
and  Quality  (AHRQ),  while  compliance 
with  the  confidentiality  provisions  will 
be  investigated  and  enforced  by  the 
Office  for  Civil  Rights  (OCR). 

Subpart  A  of  the  proposed  rule  set 
forth  the  definitions  of  essential  terms. 
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such  as  patient  safety  work  product, 
patient  safety  evaluation  system,  and 
PSO.  In  order  to  facilitate  the  sharing  of 
patient  safety  work  product  and  the 
analysis  of  patient  safety  events, 

Suhpart  B  of  the  proposed  rule 
implemented  the  statutory  requirements 
for  the  listing  of  PSOs,  the  entities  that 
will  offer  their  expert  advice  in 
analyzing  the  patient  safety  events  and 
other  information  they  collect  or 
develop  to  provide  feedback  and 
recommendations  to  providers.  The 
proposed  rule  established  the  criteria 
and  set  forth  a  process  for  certification 
and  listing  of  PSOs  and  described  how 
the  Secretary  would  review,  accept, 
condition,  deny,  or  revoke  certifications 
for  listing  and  continued  listing  of 
entities  as  PSOs. 

Based  on  the  statutory  mandates  in 
the  Patient  Safety  Act.  Subpart  C  of  the 
proposed  rule  set  forth  the  privilege  and 
confidentiality  protections  that  attach  to 
patient  safety  work  product;  it  also  set 
forth  the  exceptions  to  these 
protections.  The  proposed  rule  provided 
that  patient  safety  work  product 
generally  continues  to  be  protected  as 
privileged  and  confidential  following  a 
disclosure  and  set  certain  limitations  on 
redisclosure  of  patient  safety  work 
product. 

Subpart  D  of  the  proposed  rule 
established  a  framework  to  enable  the 
Secretary  to  monitor  and  ensure 
compliance  with  this  Part,  a  process  for 
imposing  a  civil  money  penalty  for 
breach  of  the  confidentiality  provisions, 
and  procedures  for  a  hearing  contesting 
the  imposition  of  a  civil  money  penalty. 
These  provisions  were  modeled  largely 
on  the  HIPAA  Enforcement  Rule  at  45 
CFR  part  160,  subparts  C,  D  and  E. 

B.  The  Final  Rule 

VVe  received  over  150  comments  on 
the  proposed  rule  from  a  variety  of 
entities,  including  small  providers  and 
large  institutional  providers,  hospital 
associations,  medical  associations,  ‘ 
accrediting  bodies,  medical  liability 
insurers,  and  state  and  federal  agencies. 
Many  of  the  commenters  expressed 
support  for  the  proposed  rule  and  the 
protections  it  granted  to  sensitive 
information  related  to  patient  safety 
events. 

Based  upon  the  comments  received, 
the  final  rule  adopts  most  of  the 
provisions  of  the  proposed  rule  without 
modification;  however,  several 
significant  changes  to  certain  provisions 
of  the  proposed  rule  have  been  made  in 
response  to  these  comments.  Changes  to 
Subpart  A  include  the  addition  of  a 
definition  of  affiliated  provider.  The 
definitions  of  component  organization, 
parent  organization,  and  provider  were 


modified  for  clarity,  and  the  definition 
of  disclosure  was  modified  to  clarify 
that  the  sharing  of  patient  safety  work 
product,  between  a  component  PSO  and 
the  entity  of  which  it  is  a  part,  qualifies 
as  a  disclosure,  while  the  sharing  of 
patient  safety  work  product  betw'een  a 
physician  with  staff  privileges  and  the 
entity  with  which  it  holds  privileges  is 
not  a  disclosure.  We  have  also  modified 
the  definition  of  patient  safety  work 
product  to  include  information  that, 
while  not  yet  reported  to  a  PSO,  is 
documented  as  being  within  a 
provider’s  patient  safety  evaluation 
system  and  that  will  be  reported  to  a 
PSO.  This  modification  allows  for 
providers  to  voluntarily  remove,  and 
document  the  removal  of,  information 
from  the  patient  safety  evaluation 
system  that  has  not  yet  been  reported  to 
'a  PSO,  in  which  case,  the  information 
is  no  longer  patient  safety  work  product. 

The  most  significant  modifications  to 
Subpart  B  include  the  following.  With 
respect  to  the  listing  of  PSOs,  we  have 
broadened  the  list  of  excluded  entities 
at  §  3.102{a)(2)(ii),  required  PSOs  at 
§  3.102(b)(l)(i)(B)  to  notify  reporting 
providers  of  inappropriate  disclosures 
or  security  breaches  related  to  the 
information  they  reported,  specified 
compliance  with  the  requirement 
regarding  the  collection  of  patient  safety 
work  product  in  §  3.102(b)(2)(iii), 
eliminated  the  requirements  for  separate 
information  systems  and  restrictions  on 
shared  staff  for  most  component  PSOs 
but  added  additional  restrictions  and 
limitations  for  PSOs  that  are 
components  of  excluded  entities  at 
§  3.102(c),  and  narrowed  and  clarified 
the  disclosure  requirements  that  PSOs 
must  file  regarding  contracting 
providers  with  whom  they  have 
additional  relationships  at  §  3.102(d)(2). 
We  have  modified  the  security 
requirement  to  provide  flexibility  for 
PSOs  to  determine  whether  to  maintain 
patient  safety  work  product  separately 
from  unprotected  information.  The  final 
rule  includes  a  new  expedited 
revocation  process  at  §  3.108(e)  for 
exceptional  circumstances  that  require 
prompt  action,  and  eliminates  implied 
voluntary  relinquishment,  providing 
instead  in  §  3.104(e)  that  a  PSO’s  listing 
automatically  expires  at  the  end  of  three 
years,  unless  it  is  revoked  for  cause, 
voluntarily  relinquished,  or  its 
certifications  for  continued  listing  are 
approved. 

Changes  to  proposed  Subpart  C 
include  the  addition  of  language  in 
§  3.206(b)(2)  that  requires  a  reporter 
seeking  equitable  relief  to  obtain  a 
protective  order  to  protect  the 
confidentiality  of  patient  safety  work 
product  during  the  course  of  the 


proceedings.  Proposed  §  3.206(b)(4)  has 
been  amended  to  allow  disclosures  of 
identifiable,  non-anonymized  patient 
safety  work  product  among  affiliated 
providers  for  patient  safety  activities.  In 
addition,  proposed  §  3.206(b)(7)  has 
been  modified  to  make  clear  that  the 
provision  permits  disclosures  to  and 
among  FDA,  entities  required  to  report 
to  FDA,  and  their  contractors.  We  also 
have  modified  proposed  §  3.206(b)(8)  to 
require  providers  voluntarily  disclosing 
patient  safety  work  product  to 
accrediting  bodies  either  to  obtain  the 
-agreement  of  identified  non-disclosing 
providers  or  to  anonymize  the 
information  with  respect  to  the  non¬ 
disclosing  providers  prior  to  disclosure. 
Finally,  we  modified  §§  3.204(c), 
3.206(d),  and  3.210  to  allow  dLsclosures 
of  patient  safety  work  product  to  or  by 
the  Secretary  for  the  purposes  of 
determining  compliance  with  not  only 
the  Patient  Safety  Act,  but  also  the 
HIPAA  Privacy  Rule. 

In  Subpart  D,  we  adopt  the  proposed 
provisions  except,  where  reference  was 
made  in  the  proposed  rule  to  provisions 
of  the  HIPAA  Privacy  Rule,  the  final 
rule  includes  the  text  of  such  provisions 
for  convenience  of  the  reader. 

We  describe  more  fully  these 
provisions,  the  comments  received,  and 
our  responses  to  these  comments  below 
in  the  section-by-section  description  of 
the  final  rule  below. 

III.  Section-by-Section  Description  of 
Final  Rule  and  Response  to  Comments 

A.  Subpart  A — General  Provisions 

1.  Section  3.10 — Purpose 

Proposed  Rule:  Proposed  §  3.10 
provided  that  the  purpose  of  proposed 
Part  3  is  to  implement  the  Patient  Safety 
and  Quality  Improvement  Act  of  2005 
(Pub.  L.  109-41),  which  amended  the 
Public  Health  Service  Act  (42  U.S.C.  299 
et  seq.)  by  inserting  new  sections  921 
through  926,  42  U.S.C.  299b-21  through 
299b-26. 

Overview  of  Public  Comments:  No 
comments  were  received  pertaining  to 
this  section. 

Final  Rule:  The  Department  adopts 
the  proposed  provision  without 
modification. 

2.  Section  3.20 — Definitions 

Proposed  Rule:  Proposed  §  3.20 
provided  for  definitions  applicable  to 
Part  3.  Some  definitions  were 
restatements  of  the  definitions  at  section 
921  of  the  Public  Health  Service  Act,  42 
U.S.C.  299b-21,  and  other  definitions 
were  provided  for  convenience  or  to 
clarify  the  application  and  operation  of 
the  proposed  rule. 
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Overview  of  Public  Comments:  With 
respect  to  the  definitions  for  AHRQ, 

ALJ,  Board,  complainant,  component 
PSO,  confidentiality  provisions,  entity, 
group  health  plan,  health  maintenance 
organization,  HHS,  HIPAA  Privacy  Rule, 
identifiable  patient  safety  work  product, 
nonidentifiable  patient  safety  work 
product.  OCR,  Patient  Safety  Act, 
patient  safety  activities,  patient  safety 
organization,  person,  research, 
respondent,  responsible  person,  and 
workforce,  we  received  no  comments. 

We  received  a  number  of  comments 
on  the  various  other  definitions  and 
these  comments  will  be  addressed 
below  in  reference  to  the  specific  term. 

Final  Rule:  The  Department  adopts 
the  above  definitions  as  proposed. 
Certain  definitions  were  added  for 
convenience  or  clarity  of  the  reader. 

Response  to  Public  Comments 

Comment:  Commenters  requested 
definitions  for  accrediting  body, 
reporter,  redisclosure,  impermissible 
disclosure,  use,  evaluation  and 
demonstration  projects,  and  legislatively 
created  PSO. 

Response:  The  Department  does  not 
agree  that  the  additional  definitions 
requested  by  commenters  are  necessary. 
Some  definitions  requested  have 
generally  accepted  meanings  and  we  do 
not  believe  there  is  benefit  in  imposing 
more  limitations  on  such  terms.  Some 
terms  such  as  legislatively  created  PSO 
are  not  used  within  the  final  rule.  Other 
terms  such  as  impermissible  disclosure, 
use,  and  reporter  are  readily  understood 
from  the  context  of  the  final  rule  and  do 
not  need  definitions. 

(A)  Section  3.20 — New  Definition  of 
Affiliated  Provider 

Final  Rule:  The  proposed  rule  did  not 
include  a  definition  for  affiliated 
provider.  The  Department  adopts  the 
term  affiliated  provider  to  mean,  with 
respect  to  a  provider,  a  legally  separate 
provider  that  is  the  parent  organization 
of  the  provider,  is  under  common 
ownership,  management,  or  control 
with  the  provider,  or  is  owned, 
managed,  or  controlled  by  the  provider. 
The  Department  includes  this  term  to 
identify  to  whom  patient  safety  work 
product  may  be  disclosed  pursuant  to  a 
clarification  of  the  disclosure 
permission  for  patient  safety  activities. 

Oi’erview  of  Comments:  Several 
commenters  were  concerned  about 
limitations  of  disclosures  for  patient 
safety  activities  among  providers. 
Commenters  raised  concerns  that 
limitations  may  inhibit  the  sharing  and 
learning  among  providers  of  the  analysis 
of  patient  safety  events.  Other 
commenters  viewed  the  disclosure 


limitations  as  restricting  a  provider’s 
use  of  its  own  data.  These  comments  are 
addressed  more  fully  below  as  part  of 
the  discussion  of  the  patient  safety 
activities  disclosure  permission. 

(B)  Section  3.20 — Definition  of  Bona 
Fide  Contract 

Proposed  Rule:  Proposed  §  3.20 
provided  that  bona  fide  contract  would 
mean  a  written  contract  between  a 
provider  and  a  PSO  that  is  executed  in 
good  faith  or  a  written  agreement 
between  a  Federal,  State,  local,  or  Tribal 
provider  and  a  Federal,  State,  local,  or 
Tribal  PSO. 

Overview  of  Public  Comments:  One 
comment  was  received  noting  that 
“good  faith”  need  not  be  a  part  of  a  bona 
fide  contract. 

Final  Rule:  Because  meeting  the 
minimum  contract  requirement  is 
essential  for  a  PSO  to  remain  listed  by 
the  Secretary,  the  Department  believes 
that  the  requirement  that  contracts  to  be 
entered  in  good  faith  should  be  retained. 
We  also  note  that  Federal,  State,  local  or 
Tribal  providers  are  free  to  enter  into  an 
agreement  with  any  PSO  that  would 
serve  their  needs;  thus,  they  can  enter 
bona  fide  contracts  with  PSOs  pursuant 
to  paragraph  {!)  of  the  definition,  or 
enter  comparable  arrangements  with  a 
Federal,  State,  local  or  Tribal  PSO 
pursuant  to  paragraph  (2).  The 
Department  adopts  the  proposed 
provision  without  modification. 

(C)  Section  3.20 — Definition  of 
Component  Organization 

Proposed  Rule:  Proposed  §  3.20 
provided  that  component  organization 
would  mean  an  entity  that  is  either:  (a) 

A  unit  or  division  of  a  corporate 
organization  or  of  a  multi-organizational 
enterprise:  or  (b)  a  separate 
organization,  whether  incorporated  or 
not,  that  is  owned,  managed  or 
controlled  by  one  or  more  other 
organizations,  i.e.,  its  parent 
organization(s).  Because  this  definition 
used  terms  in  a  manner  that  was  broader 
than  traditional  usage,  the  proposed  rule 
sought  comment  on  whether  it  was 
appropriate  for  purposes  of  the 
regulation  to  consider  a  subsidiary,  an 
otherwise  legally  independent  entity,  as 
a  component  organization. 

With  respect  to  the  terms  “owned, 
managed,  or  controlled,”  the  preamble 
directed  readers  to  our  description  of 
these  concepts  in  our  discussion  of  the 
term  “parent  organization.”  The 
preamble  to  the  proposed  rule  discussed 
the  various  ways  that  an  organization 
may  be  controlled  by  others.  In 
particular,  there  was  a  discussion  of 
multi-organizational  enterprises  and  the 
variety  of  management  relationships  or 


forms  of  control  that  such  enterprises 
can  create  that  might  impact  component 
entities.  The  preamble  also  discussed 
the  traditional  meaning  of  subsidiaries 
as  being  separate  legal  entities  and, 
therefore,  not  within  the  ordinary 
meaning  of  the  term  “component.” 
However,  the  approach  of  the  proposed 
rule  was  to  express  the  Department’s 
intention  to  encourage  all  forms  of  PSO 
organizational  arrangements  including 
the  ownership  of  PSOs  as  subsidiaries. 
At  the  same  time,  we  wanted  to  be  able 
to  accurately  determine  and  to  indicate 
to  providers  which  PSOs  should  be 
considered  components  of  other  entities 
and  the  identity  of  a  component  PSO’s 
parent  organization.  We  explained  our 
intent  was  not  to  limit  our  approach  to 
corporate  forms  of  organizations. 

Overview  of  Public  Comments:  The 
majority  of  commenters  supported  our 
proposal  to  consider  subsidiaries  as 
component  organizations  for  the 
purposes  of  this  rule.  Several 
commenters  sought  reassurance  that  our 
interpretation  does  not  impose 
additional  legal  liability  on  the  parent 
organization. 

Concern  was  expressed  that  our 
approach  suggested  an  over-reliance  on 
the  corporate  model  and  the  definition 
needed  to  reflect  other  types  of  legally 
recognized  entities.  One  comment 
reflected  concern  that  our  reference  to 
“multi-organizational  enterprise”  in  the 
definition  was  unnecessarily  confusing 
because  it  was  not  commonly  used. 
Another  commenter  disagreed  with  our 
approach  entirely,  arguing  that  the 
scope  of  our  definition  was  overly  broad 
and  unnecessary. 

Final  Rule:  The  final  rule  now  defines 
“component  organization”  to  mean  an 
entity  that:  “(1)  is  a  unit  or  division  of 
a  legal  entity  (including  a  corporation, 
partnership,  or  a  Federal,  State,  local  or 
Tribal  agency  or  organization):  or 

(2)  Is  owned,  managed,  or  controlled 
by  one  or  more  legally  separate  parent 
organizations.” 

The  definition  of  component 
organization  is  intended  to  be  read  with 
a  focus  on  management  or  control  by 
others  as  its  defining  feature.  The 
definition  must  be  read  in  conjunction 
with  the  complementary  definition  of 
“parent  organization.”  While  our 
approach  remains  little  changed,  we 
have  rearranged  and  streamlined  the 
text  of  the  definition  of  component  in 
response  to  the  comments  and  concerns 
we  received  on  it.  For  example,  there  is 
no  longer  an  explicit  reference  in  the 
definition  of  component  to  multi- 
organizational  enterprises,  which  are 
undertakings  with  separate  corporations 
or  organizations  that  are  integrated  in  a 
common  business  activity.  The  revised 


Federal  Register / Vol.  73,  No.  226 /Friday,  November  21,  2008 /Rules  and  Regulations 


70735 


definition,  however,  is  sufficiently 
broad  to  apply  to  components  of  such 
enterprises.  In  response  to  concerns  that 
the  earlier  definition  was  too  focused  on 
corporate  organizations,  we  have 
incorporated  an  explicit  reference  to 
“other  legal  entities”  besides 
corporations.  In  addition,  specific 
references  have  been  added  to  more 
clearly  accommodate  possible 
organizational  relationships  of  public 
agencies,  such  as  the  Department  of 
Defense  (DoD),  Department  of  Veterans 
Affairs  (VA),  the  Indian  Health  Service 
(IHS),  and  other  State,  local,  and  Tribal 
organizations  that  manage  or  deliver 
health  care  services. 

In  the  scenario  envisioned  by  the  first 
prong  of  the  definition,  the  legal  entity 
is  a  parent  organization  and  the 
component  organization  is  a  unit  or 
division  within  the  parent  organization. 
An  underlying  assumption  of  the 
modified  paragraph  (1)  is  that  a  unit  or 
division  of  a  legal  entity  may  be 
managed  or  controlled  by  one  or  more 
parent  organizations.  Consistent  with 
this  paragraph,  a  component  PSO  may 
be  managed  or  controlled  by  the  legal 
entity  of  which  it  is  a  part  or  by  another 
unit  or  division  of  that  entity.  It  could 
also  be  controlled  by  a  legally  separate 
entity  under  the  second  paragraph  of  the 
definition. 

The  first  prong  of  the  definition 
encompasses  a  component  PSO  that  is 
a  unit  of  a  governmental  agency  that  is 
a  legal  entity.  This  could  include  a 
component  organization  managed  by 
another  division  of  such  a  governmental 
agency,  e.g.,  a  health  care  division  of  VA 
or  DoD.  Thus,  a  component  PSO  could 
be  a  unit  or  component  of  a  Federal 
agency  that  is  a  legal  entity  and  it  could 
at  the  same  time  be  a  component  of 
another  unit  or  division  of  that  agency 
which  controls  and  directs  or  manages 
its  operation.  So  too  in  the  private 
sector,  a  component  PSO  could  have 
more  than  one  parent  and  thus  be  a 
component,  for  example,  of  a 
professional  society  as  well  as  a 
component  of  the  unit  or  division  of  the 
professional  society  that  controls  or 
manages  the  PSO. 

The  second  prong  of  the  definition 
addresses  a  variety  of  organizational 
relationships  that  could  arise  between 
component  PSOs  and  legally  separate 
parent  organizations  that  manage  or 
control  them.  Under  paragraph  (2),  a 
subsidiary  PSO  could  be  managed  or 
controlled  by  its  legally  separate  parent 
organization.  In  addition,  we  note  that 
a  component  PSO  could  be  managed  or 
controlled  by  another  unit  or  division  of 
its  legally  separate  parent,  e.g.,  if  this 
unit  or  division  uses  its  knowledge  and 
skills  to  control  or  manage  certain 


aspects  of  the  component’s  operations. 

If  that  occurs,  we  would  consider  the 
sibling  subsidiary  that  exercises  control 
or  management  over  the  PSO  as  another 
parent  organization  of  the  PSO. 

Obtaining  the  identity  and  contact 
information  of  an  entity’s  parent 
organizations  is  useful  for  the  purpose 
of  letting  providers  know  who  may  be 
managing  or  controlling  a  PSO.  This 
information  also  will  be  useful  in 
implementing  the  certification  and 
listing  process  for  PSOs  described  in  the 
rule  which,  for  instance,  excludes  any 
health  insurance  issuer  from  becoming 
a  PSO  and  excludes  a  component  of  a 
health  insurance  issuer  from  becoming 
a  PSO. 

In  response  to  commenters  concerned 
about  the  legal  liability  for  parent 
organizations  of  component  PSOs,  we 
note  that  the  preamble  to  the  proposed 
rule  stated  as  follows:  “We  stress  that 
neither  the  statute  nor  the  proposed 
regulation  imposes  any  legal 
responsibilities,  obligations,  or  liability 
on  the  organization(s)  of  which  it  [the 
PSO]  is  a  part.”  The  Department 
reaffirms  its  position.  At  the  same  time, 
we  note  that  the  rule,  at  §  3.402(b), 
recognizes,  provides  for,  and  does  not 
alter  the  liability  of  principals  based  on 
Federal  common  law. 

Response  to  Other  Public  Comments 

Comment:  One  concern  that  was 
expressed  by  several  commenters 
pertained  to  whether  or  not  a  health 
system  that  has  a  component  or 
subsidiary  health  insurance  issuer,  e.g., 
a  group  health  plan  offered  to  the 
public,  would  be  precluded  from  having 
a  component  PSO  as  well. 

Response:  So  long  as  the  component 
health  insurance  issuer  does  not  come 
within  the  definition  of  a  parent 
organization  of  the  PSO,  i.e.,  own  a 
controlling  or  majority  interest  in, 
manage,  or  control  the  health  system’s 
component  PSO  (i.e.,  the  PSO  would 
not  be  a  component  of  the  health 
insurance  issuer),  the  parent  health 
system  could  establish  a  component 
PSO. 

Comment:  It  was  asserted  that 
including  subsidiaries  as  components 
would  require  a  PSO  that  is  not 
controlled  by  another  parent 
organization,  but  it.self  has  a  subsidiary, 
to  seek  listing  as  a  component  PSO. 

Response:  The  revised  definition  of 
component  organization  emphasizes 
that  a  component  is  an  organization  that 
is  controlled  by  another  entity.  It  is  not 
the  Department’s  intention  to  require  a 
PSO  that  is  not  controlled  by  another 
entity  to  seek  listing  as  a  component 
PSO.  For  this  reason,  the  fact  that  a  PSO 
has  a  subsidiary  does  not  trigger  the 


requirement  to  seek  listing  as  a 
component  organization. 

Comment:  It  was  suggested  that  the 
inclusion  of  subsidiaries  within  the 
meaning  of  component  would  require  a 
health  system  that  wished  to  create  a 
PSO  to  create  it  as  a  component. 

Response:  There  are  several  issues 
that  a  health  system  needs  to  consider 
in  determining  whether  and  how  to 
create  a  PSO,  but  the  inclusion  of 
subsidiary  within  the  meaning  of 
component  is  not  necessarily 
determinative.  The  statute  requires  the 
improvement  of  quality  and  patient 
safety  to  be  the  primary  activity  of  the 
entity  seeking  listing.  Since  few 
multifaceted  health  system 
organizations  will  meet  this 
requirement,  existing  organizations  will 
have  an  incentive  to  create  single¬ 
purpose  component  organizations  that 
clearly  meet  the  requirement.  The 
second  issue  is  whether  to  create  a  PSO 
as  an  internal  component  organization 
or  as  a  separate  legal  entity.  Because  the 
final  rule  requires  each  PSO  to  enter  two 
contracts,  provider  organizations  may 
find  it  useful  for  its  component  PSO  to 
be  a  separate  legal  entity.  Otherwise,  the 
component  PSO  may  be  precluded  from 
contracting  with  its  parent  organization. 

Comment:  There  was  a  request  for  a 
definition  of  “own”  with  a  suggestion 
for  reference  to  Internal  Revenue  Code 
26  I.R.C.  §  1563  to  clarify  its  meaning 
and  the  meaning  of  having  a  controlling 
interest.  This  same  commenter  sought 
strong  separation  requirements  between 
a  component  PSO  and  any  parent 
organization. 

Response:  We  have  reviewed  the  cited 
regulation  but  conclude  that  the 
approach  presented  is  unlikely  to  clarify 
the  meaning  of  “own”  or  “having  a 
controlling  interest”  for  purposes  of  the 
regulation.  Accordingly,  the  definition 
of  component  in  the  final  rule  will  use 
the  term  “owns,”  but  it  should  be  read 
in  conjunction  with  the  phrase  “owns  a 
controlling  or  majority  interest  in”  that 
is  used  in  the  related  definition  of 
“parent  organization.”  This  will 
indicate  that  the  definition  of 
component  uses  the  term  “owns”  to 
mean  having  a  sufficient  ownership 
interest  to  control  or  manage  a  PSC).  The 
holder  of  a  controlling  or  majority 
interest  in  the  entity  seeking  to  be  listed 
should  be  identified  as  a  parent 
organization. 

Comment:  Components  of  government 
entities  should  not  be  listed  as  PSOs. 

Response:  The  Patient  Safety  Act 
specifically  permits  public  sector 
entities,  and  components  of  public 
sector  entities,  to  seek  listing  as  a  PSO. 
We  have  incorporated  several 
exclusions,  however,  of  entities  with 


70736 


Federal  Register / Vol.  73,  No.  226 /Friday,  November  21,  2008 /Rules  and  Regulations 


regulatory  authority  and  those 
administering  mandatory  state  reporting 
programs  because  these  activities  are 
incompatible  with  fostering  a  non- 
pimitive  culture  of  safety  among 
providers.  As  we  explain  in 
§  3.102(a)(2)(ii),  we  conclude  that  it  is 
not  necessary  to  exclude  components  of 
such  entities  but  have  adopted 
additional  restrictions  and  requirements 
in  §  3!l02(c)  for  such  component 
entities. 

(D)  Section  3.20 — Definition  of 
Disclosure 

Proposed  Rule:  Proposed  §  3.20 
provided  that  disclosure  would  mean 
the  release,  transfer,  provision  of  access 
to,  or  divulging  in  any  other  manner  of 
patient  safety  work  product  by  a  person 
holding  patient  safety  work  product  to 
cmother  person. 

We  did  not  generally  propose  to 
regulate  uses  of  patient  safety  work 
product  within  an  entity,  i.e.,  when  this 
information  is  exchanged  or  shared 
among  the  workforce  members  of  an 
entity.  We  believe  that  regulating  uses 
within  providers  and  PSOs  would  be 
unnecessarily  intrusive  given  the 
voluntary  aspect  of  participation  with  a 
PSO.  We  believe  that  regulating  uses 
would  not  further  the  statutory  goal  of 
facilitating  the  sharing  of  patient  safety 
work  product  with  PSOs  and  that 
sufficient  incentives  exist  for  providers 
and  PSOs  to  prudently  manage  the 
internal  sharing  of  sensitive  patient 
safety  work  product.  However,  based  on 
the  statutory  provision,  we  did  propose 
that  we  would  recognize  as  a  disclosure 
the  sharing  of  patient  safety  work 
product  between  a  component  PSO  and 
the  organization  of  which  it  is  a 
component.  Such  sharing  would,  absent 
the  statutory  provision  and  the 
proposed  regulation,  be  a  use  within  the 
larger  organization  because  the 
component  PSO  is  not  a  separate  entity. 
The  Patient  Safety  Act  supports  this 
position  by  demonstrating  a  strong 
desire  for  the  protection  of  patient  safety 
work  product  from  the  rest  of  the 
organization  of  which  the  PSO  is  a  part. 
We  sought  public  comment  on  whether 
the  decision  to  not  regulate  uses  was 
appropriate. 

The  proposed  rule  discussed  that 
sharing  patient  safety  work  product 
with  a  contractor  that  is  under  the  direct 
control  of  an  entity,  i.e.,  a  workforce 
member,  would  not  be  a  disclosure,  but 
rather  a  use  within  the  entity.  However, 
sharing  patient  safety  w'ork  product 
with  an  independent  contractor  wmuld 
be  a  disclosure  requiring  an  applicable 
disclosure  permission. 

Overview  of  Public  Comments:  Some 
commenters  supported  the  proposed 


definition  of  disclosure.  No  commenters 
opposed  the  proposed  definition  or 
requested  further  clarification. 

Most  commenters  that  responded  to 
the  question  whether  uses  of  patient 
safety  work  product  should  be  regulated 
supported  the  decision  not  to  regulate 
uses.  Those  commenters  agreed  that 
regulating  uses  would  be  overly 
intrusive  without  significant  benefit  and 
that  entities  are  free  to  enter  into 
agreements  with  greater  protections. 
Other  commenters  disagreed  with  the 
Department’s  proposal  and  stated  that 
regulation  of  uses  would  improve 
confidentiality  and  thereby  increase 
provider  participation. 

No  commenters  opposed  the  proposal 
that  sharing  of  patient  safety  work 
product  from  a  component  PSO  to  the 
rest  of  the  parent  entity  of  which  it  is 
9  part  would  be  a  disclosure  for 
purposes  of  enforcement  rather  than  a 
use  internal  to  the  entity. 

Final  Rule:  The  Department  adopts 
the  provision  with  modifications.  In 
general,  the  modified  definition  of 
disclosure  means  the  release  of,  transfer 
of,  provision  of  access  to,  or  divulging 
in  any  other  manner  of,  patient  safety 
work  product  by  an  entity  or  natural 
person  holding  the  patient  safety  work 
product  to  another  legally  separate 
entity  or  natural  person,  other  than  a 
workforce  member  of,  or  a  physician 
holding  privileges  with,  the  entity 
holding  the  patient  safety  work  product. 
Additionally,  we  have  defined  as  a 
disclosure  the  release  of,  transfer  of, 
provision  of  access  to,  or  divulging  in 
any  other  manner  of,  patient  safety  work 
product  by  a  component  PSO  to  another 
entity  or  natural  person  outside  the 
component  PSO. 

VVe  have  modified  the  language  for 
clarity  to  distinguish  the  actions  that  are 
a  disclosure  for  a  natural  person  and  an 
entity,  separately.  We  have  also 
included  language  in  the  definition  that 
makes  clear  that  sharing  of  patient 
safety  work  product  from  a  component 
PSO  to  the  entity  of  which  it  is  a  part 
is  a  disclosure  even  though  the 
disclosure  would  be  internal  to  an  entity 
and  generally  permitted.  Finally,  we 
have  added  language  to  clearly  indicate 
that  the  sharing  of  patient  safety  work 
product  between  a  health  care  provider 
with  privileges  and  the  entity  with 
which  it  holds  privileges  does  not 
constitute  a  disclosure,  consistent  with 
the  treatment  of  patient  safety  work 
product  shared  among  workforce 
members. 

Response  to  Other  Public  Comments 

Comment:  Commenters  asked  that  the 
Department  clarify  the  terms 
“disclosure”  and  “use”.  Commenters 


stated  that  the  terms  were  used 
interchangeably  and  this  caused 
confusion. 

Response:  The  term  “disclosure” 
describes  the  scope  of  the 
confidentiality  protections  and  the 
manner  in  which  patient  safety  work 
product  may  be  shared.  “Disclosure”  is 
also  employed  by  the  Patient  Safety  Act 
when  describing  the  assessment  of  civil 
money  penalties  for  the  failure  to 
maintain  confidentiality  (see  42  U.S.C. 
299b-22(f)(l)).  Although  the  Patient 
Safety  Act  employs  the  term  “use”  in 
several  provisions,  we  did  not  interpret 
those  provisions  to  include  a  restriction 
on  the  use  of  patient  safety  work 
product  based  on  the  confidentiality 
protections. 

Because  the  focus  of  the  proposed 
rule  was  on  disclosures,  we  did  not 
believe  that  defining  the  term  “use”  was 
helpful:  nor  did  we  believe  the  terms 
would  be  confusing.  Use  of  patient 
safety  work  product  is  the  sharing 
within  a  legal  entity,  such  as  between 
members  of  the  workforce,  which  is  not 
a  disclosure.  By  contrast,  a  disclosure  is 
the  sharing  or  release  of  information 
outside  of  the  entity  for  which  a  specific 
disclosure  permission  must  be 
applicable. 

Comment:  One  commenter  requested 
clarification  regarding  the  sharing  of 
patient  safety  work  product  among 
legally  separate  participants  that  join  to 
form  a  single  joint  venture  component 
PSO. 

Response:  The  Department 
distinguishes  between  the  disclosure  of 
patient  safety  work  product  between 
legal  entities  and  the  use  of  patient 
safety  work  product  internal  to  a  single 
legal  entity.  If  a  component  PSO  is  part 
of  a  multi-organizational  enterprise, 
uses  of  patient  safety  work  product 
internal  to  the  component  PSO  are  not 
regulated  by  this  final  rule,  but  sharing 
of  patient  safety  work  product  between 
the  component  PSO  and  another  entity 
or  with  a  parent  organization  are 
considered  disclosures  for  which  a 
disclosure  permission  must  apply. 

Comment:  One  commenter  raised 
concerns  that  the  final  rule  would 
restrict  a  provider’s  use  of  its  own  data 
and  thereby  discourage  collaboration 
with  other  care  givers. 

Response:  The  Department  believes 
that  the  final  rule  balances  the  interests 
between  the  privacy  of  identified 
providers,  patients  and  reporters  and 
the  need  to  aggregate  and  share  patient 
safety  w'ork  product  to  improve  patient 
safety  among  all  providers.  The  final 
rule  dogs  not  limit  the  sharing  of  patient 
safety  work  product  within  an  entity 
and  permits  sharing  among  providers 
under  certain  conditions.  Affiliated 
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providers  may  share  patient  safety  work 
product  for  patient  safety  activities  and 
non-affiliated  providers  may  share 
anonymized  patient  safety  work 
produqt.  A  provider  may  also  share 
patient  safety  work  product  with  a 
health  care  provider  that  has  privileges 
to  practice  at  the  provider  facility. 
Further,  if  all  identified  providers  are  in 
agreement  regarding  the  need  to  share 
identifiable  patient  safety  work  product, 
each  provider  may  authorize  and 
thereby  permit  a  disclosure. 

Comment:  Several  commenters  asked 
whether  uses  were  restricted  based 
upon  the  purpose  for  which  the  patient 
safety  work  product  is  being  shared 
internally. 

Response:  The  final  rule  does  not 
limit  the  purpose  for  which  patient 
safety  work  product  may  be  shared 
internal  to  an  entity.  Entities  should 
consider  the  extent  to  which  sensitive 
patient  safety  work  product  is  available 
to  members  of  its  workforce  as  a  good 
business  practice. 

(E)  Section  3.20 — Definition  of  Entity 

Proposed  Rale:  Proposed  §  3.20 
provided  that  entity  would  mean  any 
organization  or  organizational  unit, 
regardless  of  whether  the  entity  is 
public,  private,  for-profit,  or  not-for- 
profit. 

Overview  of  Public  Comments:  One 
comment  was  received  suggesting  that 
the  terms  “governmental”  or  “body 
politic”  should  be  added  to  clarify  that 
the  term  “public”  includes  Federal, 
State,  or  local  government  as  well  as 
public  corporations. 

Final  Rule:  The  term  “public”  has 
long  been  used  throughout  Title  42  of 
the  Code  of  Federal  Regulations  as 
encompassing  governmental  agencies; 
therefore  we  do  not  believe  that  the 
addition  is  necessary.  The  Department 
adopts  the  proposed  provision  without 
modification. 

(F)  Section  3.20 — Definition  of  Health 
Insurance  Issuer 

Proposed  Rule:  Proposed  §  3.20 
provided  that  health  insurance  issuer 
would  mean  an  insurance  company, 
insurance  service,  or  insurance 
organization  (including  a  health 
maintenance  organization,  as  defined  in 
42  U.S.C.  300gg-91  (b)(3))  which  is 
licensed  to  engage  in  the  business  of 
insurance  in  a  State  and  which  is 
subject  to  State  law  which  regulates 
insurance  (within  the  meaning  of  29 
U.S.C.  1144(b)(2).  The  definition 
specifically  excluded  group  health  plans 
from  the  meaning  of  the  term. 

Overview  of  Public  Comments: 

Several  commenters  expressed  concern 
that  the  Department  needed  to  be 


vigilant  in  its  exclusion  of  health 
insurance  issuers  and  components  of 
health  insurance  issuers,  urging  that 
HHS  clearly  define  health  insurance 
issuers  in  the  final  rule.  Another 
commenter  sought  clarification 
regarding  risk  management  service 
companies,  i.e.,  those  that  offer 
professional  liability  insurance, 
reinsurance,  or  consulting  services. 

Final  Rule:  The  Department  has 
reviewed  the  definition  of  “health 
insurance  issuer”  and  determined  that 
the  definition  is  clear.  Because  the 
reference  to  group  health  plans  could  be 
a  source  of  confusion,  we  note  that  we 
have  defined  the  term  above. 
Accordingly,  the  Department  adopts  the 
proposed  provision  without 
modification.  . 

In  response  to  several  comments 
regarding  the  scope  of  the  term  health 
insurance  issuer,  the  Department  has 
concluded  that,  for  purposes  of  this 
rule,  risk  management  service 
companies,  professional  liability 
insurers  and  reinsurers  do  not  fall 
within  the  definition  of  health 
insurance  issuer. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  if  a 
provider  system  that  was  owned  as  a 
subsidiary  by  an  HMO  could  create  a 
component  PSO. 

Response.- Section  3.102(a)(2)(i) 
excludes  a  health  insurance  issuer,  a 
unit  or  division  of  a  health  insurance 
issuer,  or  an  entity  that  is  owned, 
managed,  or  controlled  by  a  health 
insurance  issuer  from  seeking  listing  as 
a  PSO.  In  this  case,  the  HMO  is 
considered  a  health  insurance  issuer 
and  the  provider  system  would  be  a 
component  of  the  health  insurance 
issuer.  Under  the  rule,  the  HMO  and  the 
provider  system  may  not  seek  listing  as 
a  PSO,  and  the  entity  created  by  the 
provider  system  could  not  seek  listing 
as  a  component  PSO  if  it  is  owned, 
managed  or  controlled  by  the  provider 
system  or  the  HMO. 

Comment:  One  commenting 
organization  requested  discussion  of 
what  organizational  structure  might 
allow  a  health  insurance  issuer  to 
participate  in  the  patient  safety  work  of 
an  independent  PSO. 

Response:  The  statutory  exclusion 
means  that  the  following  entities  may 
not  seek  listing:  a  health  insurance 
issuer  or  a  component  of  a  health 
insurance  issuer. 

(G)  Section  3.20 — Definition  of  Parent 
Organization 

Proposed  Rule:  Proposed  §  3.20 
provided  that  “parent  organization” 
would  mean  an  entity,  that  alone  or 


with  others,  either  owns  a  provider 
entity  or  a  component  organization,  or 
has  the  authority  to  control  or  manage 
agenda  setting,  project  management,  or 
day-to-day  operations  of  the  component, 
or  the  authority  to  review  and  override 
decisions  of  a  component  organization. 
The  proposed  rule  did  not  provide  a 
definition  of  “owned”  but  provided 
controlling  interest  (holding  enough 
stock  in  an  entity  to  control  it)  as  an 
example  of  ownership  in  the  preamble 
discussion  of  the  term,  “parent 
organization.”  The  proposed  rule 
specifically  sought  comment  on  our  use 
of  the  term  “controlling  interest,” 
whether  it  was  appropriate,  and 
whether  we  needed  to  further  define 
“owns.”  The  remaining  terms,  “manage 
or  control,”  were  explained  in  the 
proposed  rule’s  definition  of  “parent 
organization,”  as  having  “the  authority 
to  control  or  manage  agenda  setting, 
project  management,  or  day-to-day 
operations  of  the  component,  or  the 
authority  to  review  and  override 
decisions  of  a  component  organization.” 

Cb'erview  of  Public  Comments:  VVe 
received  eight  comments  on  the 
question  of  “controlling  interest”  and 
there  was  no  consensus  among  the 
commenters.  Four  commenters  thought 
our  discussion  was  appropriate. 

Another  agreed  with  the  concept  of 
controlling  interest  but  wanted  to  limit 
its  application  to  a  provider  who 
reported  patient  safety  work  product  to 
the  entity.  One  commenter  cautioned 
that  the  term  “controlling  interest”  was 
open  to  various  interpretations  and  the 
final  rule  should  provide  additional 
guidance.  Another  commenter  suggested 
“controlling  interest”  was  worrisome 
but  did  not  provide  a  rationale  for  this 
assessment.  One  commenter  supported 
additional  protections,  contending  that 
it  was  appropriate  for  HHS  to  pierce  the 
corporate  veil  when  there  was  fraud  or 
collusion,  and  recommended  the 
preamble  outline  situations  in  which 
HHS  would  pierce  the  corporate  veil. 

VVe  received  no  negative  comments  on 
our  proposed  interpretation  of  what  it 
means  to  manage  or  control  another 
entity.  One  commenter  suggested  that 
the  definition  should  recognize  the 
sigriificant  authority  or  control  of  a 
provider  entity  or  component 
organization  through  reserve  powers,  by 
agreement,  statute,  or  both. 

Final  Rule:  While  approximately  half 
of  the  comments  supported  our 
approach,  there  was  not  a  clear 
consensus  in  the  comments  we 
reviewed.  So  the  approach  we  have 
taken  with  the  definition  of  “parent 
organization”  was  to  strive  for  greater 
clarity,  taking  into  account  its 
interaction  with  our  definition  of 
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“component  organization,”  described 
above. 

The  definition  of  “parent 
organization”  in  the  final  rule  retains 
the  basic  framework  of  the  proposed 
rule  definition:  an  organization  is  a 
parent  if  it  owns  a  component 
organization,  has  the  ability  to  manage 
or  control  a  component,  or  has  the 
authority  td  review  and  overrule  the 
component’s  decisions. 

The  language  of  the  proposed  rule 
used  only  the  term  “own”  while  the 
preamble  cited  the  example  of  stock 
ownership.  Without  further 
specification,  we  were  concerned  that 
this  approach  could  have  been 
interpreted  to  mean  that  an  organization 
owning  just  a  few  shares  of  stock  of  a 
component  organization  would  be 
considered  a  parent  organization.  This 
is  not  our  intent.  For  clarity,  we  have 
modified  the  text  to  read  “owns  a 
controlling  or  majority  interest,” 

We  have  also  removed  the  phrase 
“alone  or  with  others”  from  tlie  first 
clause.  We  did  so  for  two  reasons.  First, 
it  is  unnecessary  since  it  does  not  matter 
whether  ownership  is  shared  with  other, 
organizations,  as  in  a  joint  venture.  An 
entity  seeking  listing  as  a  PSO  wdll  use 
this  definition  solely  to  determine  if  it 
has  any  parent  organizations  and,  if  it 
does,  it  must  seek  listing  as  a 
component  organization  and  disclose 
the  names  and  contact  information  for 
each  of  its  parent  organizations.  Second, 
we  have  tried  to  make  it  as  clear  as 
possible  that  any  organization  that  has 
controlling  ownership  interests,  or 
management  or  control  authority  over  a 
PSO,  should  be  considered,  and 
reported  in  accordance  with  the 
requirements  of  §  3.102{c)(l)(i),  as  a 
parent  organization. 

For  similar  reasons,  we  have  removed 
the  reference  to  provider  from  the  first 
part  of  the  definition  and  instead 
consistently  used  the  term  “component 
orgemization”  with  respect  to  each 
characteristic  of  a  parent  organization. 
We  added  a  second  sentence  to  clarify 
that  a  provider  could  be  the  component 
organization  in  all  three  descriptive 
examples  given  of  parental  authority. 

In  response  to  one  commenter’s 
concern,  we  believe  that  the  phrase  “has 
the  authority”  as  used  in  the  definition 
is  sufficiently  hroad  to  encompass 
reserve  powers. 

(H)  Section  3.20 — Definition  of  Patient 
Safety  Evaluation  System 

Proposed  Rule:  Proposed  §  3.20 
provided  that  patient  safety  evaluation 
system  would  mean  the  collection, 
management,  or  analysis  of  information 
for  reporting  to  or  by  a  PSO.  The  patient 
safety  evaluation  system  would  be  the 


mechanism  through  which  information 
can  he  collected,  maintained,  analyzed, 
and  communicated.  The  proposed  rule 
discussed  that  a  patient  safety 
evaluation  system  would  not  need  to  he 
documented  because  it  exists  whenever 
a  provider  engages  in  patient  safety 
activities  for  the  purpose  of  reporting  to 
a  PSO  or  a  PSO  engages  in  these 
activities  with  respect  to  information  for 
patient  safety  purposes.  The  proposed 
rule  provided  that  formal 
documentation  of  a  patient  safety 
evaluation  system  could  designate 
secure  physical  and  electronic  space  for 
the  conduct  of  patient  safety  activities 
and  better  delineate  various  functions  of 
a  patient  safety  evaluation  system,  such 
as  when  and  how  information  would  be 
reported  by  a  provider  to  a  PSO,  how 
feedback  concerning  patient  safety 
events  would  be  communicated 
between  PSOs  and  providers,  within 
what  space  deliberations  and  analyses 
of  information  are  conducted,  and  how 
protected  information  would  be 
identified  and  separated  from 
information  collected,  maintained,  or 
developed  for  purposes  other  than 
reporting  to  a  P.SO. 

The  Department  recommended  that  a 
provider  consider  documentation  of  a 
patient  safety  evaluation  system  to 
support  the  identification  and 
protection  of  patient  safety  work 
product.  Documentation  may  provide 
substantial  proof  to  support  claims  of 
privilege  and  confidentiality  and  will 
give  notice  to,  will  limit  access  to,  and 
will  create  awareness  among  employees 
of,  the  privileged  and  confidential 
nature  of  the  information  within  a 
patient  safety  evaluation  system  which 
may  prevent  unintended  or 
impermissible  disclosures. 

We  recommended  that  providers  and 
PSOs  consider  documenting  how 
information  enters  the  patient  safety 
evaluation  system;  what  processes, 
activities,  physical  space{s)  and 
equipment  comprise  or  are  used  by  the 
patient  safety  evaluation  system;  which 
personnel  or  categories  of  personnel 
need  access  to  patient  safety  work 
product  to  carry  out  their  duties 
involving  operation  of,  or  interaction 
with,  the  patient  safety  evaluation 
system;  the  category  of  patient  safety 
work  product  to  which  access  is  needed 
and  any  conditions  appropriate  to  such 
access;  and  what  procedures  the  patient 
safety  evaluation  system  uses  to  report 
information  to  a  PSO  or  disseminate 
information  outside  of  the  patient  safety 
evaluation  system. 

The  proposed  rule  sought  comment 
about  whether  a  patient  safety 
evaluation  system  should  be  required  to 
be  documented. 


Overview  of  Public-Comments: 

Several  commenters  supported  the 
efforts  to  enable  the  patient  safety 
evaluation  system  to  be  flexible  and 
scalable  to  individual  provider 
operations.  Most  commenters  that 
responded  to  the  question  whether  a 
patient  safety  evaluation  system  should 
be  documented  supported  the  decision 
to  not  require  documentation. 
Commenters  stated  that  requiring 
documentation  would  inhibit  the 
flexibility  in  the  design  of  patient  safety 
evaluation  systems  and  the  ability  of 
providers  to  design  systems  best  suited 
for  their  specific  practices  and  settings. 
Documentation  would  also  be 
burdensome  to  providers  and  should 
ultimately  be  left  to  the  discretion  of 
individual  providers  based  on  their 
needs.  Other  commenters  supported  a 
requirement  for  documentation, 
suggesting  that  documentation  would  go 
further  in  ensuring  compliance  with  the 
confidentiality  provisions  and  the 
protection  of  information,  thereby 
encouraging  provider  participation. 

Final  Rule:  The  Department  adopts 
the  proposed  provision  without 
modification.  Based  on  the  comments, 
we  have  not  modified  the  proposed 
decision  to  not  require  documentation. 
We  have,  as  described  in  the  definition 
of  patient  safety  work  product  below, 
clarified  how  documentation  of  a 
patient  safety  evaluation  system  clearly 
establishes  when  information  is  patient 
safety  work  product.  We  encourage 
providers  to  document  their  patient 
safety  evaluation  systems  for  the 
benefits  mentioned  above.  We  believe 
documentation  is  a  best  practice. 

Response  to  Other  Public  Comments 

Comment:Two  commenters  raised 
concerns  about  how  a  patient  safety 
evaluation  system  operates  within  a 
multi-hospital  system  comprised  of  a 
parent  corporation  and  multiple 
hospitals  that  are  separately 
incorporated  and  licensed.  One 
commenter  asked  whether  a  parent 
corporation  can  establish  a  single 
patient  safety  evaluation  system  in 
which  all  hospitals  participate.  The 
other  commenter  recommended  that 
individual  institutional  affiliates  of  a 
multi-hospital  system  be  part  of  a  single 
patient  safety  evaluation  system. 

Response:  For  a  multi-provider  entity, 
the  final  rule  permits  either  the 
establishment  of  a  single  patient  safety 
evaluation  system  or  permits  the  sharing 
of  patient  safety  work  product  as  a 
patient  safety  activity  among  affiliated 
providers.  For  example,  a  hospital  chain 
that  operates  multiple  hospitals  may 
include  the  parent  organization  along 
with  each  hospital  in  a  single  patient 
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safety  evaluation  system.  Thus,  each 
hospital  may  share  patient  safety  work 
product  with  the  parent  organization 
and  the  patient  safety  evaluation  system 
may  exist  within  the  parent  organization 
as  well  as  the  individual  hospitals. 

There  may  he  situations  where 
establishing  a  single  patient  safety 
evaluation  system  may  be  burdensome 
or  a  poor  solution  to  exchanging  patient 
safety  work  product  among  member 
hospitals.  To  address  this  concern,  we 
have  modified  the  disclosure 
permission  for  patient  safety  activities 
to  permit  affiliated  providers  to  disclose 
patient  safety  work  product  with  each 
other  based  on  commonality  of 
ownership. 

Comment:  One  commenter  asked  how 
a  patient  safety  evaluation  system  exists 
within  an  institutional  provider. 

Response:  A  patient  safety  evaluation 
system  is  unique  and  specific  to  a 
provider.  The  final  rule  retains  a 
definition  of  a  patient  safety  evaluation 
system  that  is  flexible  and  scalable  to 
meet  the  specific  needs  of  particular 
providers. 

With  respect  to  a  single  institutional 
provider,  such  as  a  hospital,  a  provider 
may  establish  a  patient  safety  evaluation 
system  that  exists  only  within  a 
particular  office  or  that  exists  at 
particular  points  within  the  institution. 
The  decisions  as  to  how  a  patient  safety 
evaluation  system  operates  will  depend 
upon  the  functions  the  institutional 
provider  desires  the  patient  safety 
evaluation  system  to  perform  and  its 
tolerances  regarding  access  to  the 
sensitive  information  contained  within 
the  system.  Providers  should  consider 
how  a  patient  safety  evaluation  system 
is  constructed,  carefully  weighing  the 
balance  between  coordination  and 
fragmentation  of  a  provider’s  activities. 

Comment:  Some  commenters  were 
concerned  that  the  patient  safety 
evaluation  system  provided  a  loophole 
for  providers  to  avoid  transparency  of 
operations  and  hide  information  about 
patient  safety  events.  Some  commenters 
suggested  that  a  provider  may  establish 
a  patient  safety  evaluation  system  that  is 
inside  of  a  PSO,  thus  stashing  away 
harmful  documents  and  information. 

Response:  The  Department  does  not 
believe  that  the  patient  safety  evaluation 
system  enables  providers  to  avoid 
transparency.  A  patient  safety 
evaluation  system  provides  a  protected 
space  for  the  candid  consideration  of 
quality  and  safety.  Nonetheless,  the 
Patient  Safety  Act  and  the  final  rule 
have  carefully  assured  that  information 
generally  available  today  remains 
available,  such  as  medical  records, 
original  provider  documents,  and 
business  records.  Providers  must  fulfill 


external  reporting  obligations  with 
information  that  is  not  patient  safety 
work  product.  Further,  a  provider  may 
not  maintain  a  patient  safety  evaluation 
system  within  a  PSO. 

Comment:  One  commenter  asked 
whether  all  information  in  a  patient 
safety  evaluation  system  is  protected. 

Response:  Information  collected 
within  a  patient  safety  evaluation 
system  that  has  been  collected  for  the 
purpose  of  reporting  to  a  PSO  is  patient 
safety  work  product  if  documented  as 
collected  for  reporting  to  a  PSO.  This  is 
discussed  more  fully  at  the  definition  of 
patient  safety  work  product  below, 
information  that  is  reported  to  a  PSO  is 
also  protected,  as  discussed  more  fully 
at  the  definition  of  patient  safety  work 
product  below. 

Comment:  One  commenter  was 
concerned  that  the  lack  of  a  framework 
and  too  much  flexibility  may  interfere 
with  interoperability  and  data 
aggregation  at  a  later  date. 

Response:  The  Department  believes 
that  a  patient  safety  evaluation  system 
must  of  necessity  be  flexible  and  * 
scalable  to  meet  the  needs  of  specific 
providers  and  PSOs.  Without  such 
flexibility,  a  provider  may  not 
participate,  which  may,  lessen  the 
overall  richness  of  the  information  that 
could  be  obtained  about  patient  safety 
events.  The  Department  recognizes  the 
value  of  aggregated  data  and  has, 
pursuant  to  the  Patient  Safety  Act, 
begun  the  process  of  identifying 
standard  data  reporting  terms  to 
facilitate  aggregation  and 
interoperability.  Further,  the  Patient 
Safety  Act  requires  that  PSOs,  to  the 
extent  practical  and  appropriate,  collect 
patient  safety  work  product  in  a 
standardized  manner  (see  42  U.S.C. 
299b-24(b)(l)(F)).  The  Department 
hopes  that,  by  permitting  the  widest 
range  possible  of  providers  to 
participate  in  the  gathering  and  analysis 
of  patient  safety  events,  increased 
participation  will  generate  more  data 
and  greater  movement  towards 
addressing  patient  safety  issues. 

Comment:  Many  commenters 
encouraged  the  Department  to  provide 
technical  assistance  to  providers  and 
PSOs  on  the  structuring  and  operation 
of  a  patient  safety  evaluation  system. 

Response:  The  Department  expects  to 
provide  such  guidance  on  the  operation 
and  activities  of  patient  safety 
evaluation  systems  as  it  determines  is 
necessary. 

(I)  Section  3.20 — Definition  of  Patient 
Safety  Work  Product 

Proposed  Rule:  Proposed  §  3.20 
adopted  the  statutory  definition  of 
patient  safety  work  product  as  defined 


in  the  Patient  Safety  Act.  The  proposed 
rule  provided  that  many  types  of 
information  can  become  patient  safety 
work  product  to  foster  robust  exchanges 
between  providers  and  PSOs.  Any 
information  must  be  collected  or 
developed  for  the  purpose  of  reporting 
to  a  PSO. 

Three  provisions  identified  how 
information  becomes  patient  safety 
work  product.  First,  information  may 
become  patient  safety  work  product  if  it 
is  assembled  or  developed  by  a  provider 
for  the  purpose  of  reporting  to  a  PSO 
and  is  reported  to  a  PSO.  Second, 
patient  safety  work  product  is 
information  developed  by  a  PSO  for  the 
conduct  of  patient  safety  activities. 
Third,  patient  safety  work  product  is 
information  that  constitutes  the 
deliberations  or  analysis  of,  or  identifies 
the  fact  of  reporting  pursuant  to,  a 
patient  safety  evaluation  system. 

The  proposed  rule  provided  that  i 
reporting  means  the  actual  transmission 
or  transfer  of  information  to  a  PSO.  We 
recognized  that  requiring  the 
transmission  of  every  piece  of  paper  or 
electronic  file  to  a  PSO  could  impose 
significant  transmission,  management, 
and  storage  burdens  on  providers  and 
PSOs.  The  proposed  rule  sought 
comment  on  whether  alternatives  for 
actual  reporting  should  be  recognized  as 
sufficient  to  meet  the  reporting 
requirement.  For  example,  the  proposed 
rule  suggested  that  a  provider  that 
contracts  with  a  PSO  may  functionally 
report  information  to  a  PSO  by 
providing  access  and  control  of 
information  to  a  PSO  without  needing  to 
physically  transmit  information.  The 
proposed  rule  also  sought  comment  on 
whether  additional  terms  and 
conditions  should  be  required  to  permit 
functional  reporting  and  whether 
functional  reporting  should  be 
permitted  only  after  an  initial  actual 
report  of  information  related  to  an 
event. 

The  proposed  rule  also  sought 
comment  on  whether  a  short  period  of 
protection  for  information  assembled 
but  not  yet  reported  is  necessary  for 
flexibility  or  for  providers  to  efficiently 
report  information  to  a  PSO.  We  also 
sought  comment  on  an  appropriate  time 
period  for  such  protection  and  whether 
a  provider  must  demonstrate  intent  to 
report  in  order  to  obtain  protection. 

The  proposed  ryle  also  sought 
comment  on  when  a  provider  could 
begin  collecting  information  for  the 
purpose  of  reporting  to  a  PSO  such  that 
it  is  not  excluded  from  becoming  patient 
safety  work  product  because  it  was 
collected,  maintained  or  developed 
separately  from  a  patient  safety 
evaluation  system. 
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The  proposed  rule  indicated  that,  if  a 
PSO  is  delisted  for  cause,  a  provider 
would  be  able  to  continue  to  report  to 
that  PSO  for  30  days  after  the  date  of 
delisting  and  the  information  reported 
would  be  treated  as  patient  safety  work 
product  (section  924(0(1)  of  the  Public 
Health  Service  Act).  However,  after 
delisting,  the  proposed  rule  indicated 
that  the  former  PSO  may  not  generate 
patient  safety  work  product  by 
developing  information  for  the  conduct 
of  patient  safety  activities  or  through 
deliberations  and  analysis  of 
information.  Even  though  a  PSO  may 
not  generate  new  patient  safety  work 
product  after  delisting,  it  may  still 
possess  patient  safety  work  product, 
which  must  be  kept  confidential  and  be 
disposed  of  in  accordance  with 
requirements  in  Subpart  B. 

The  proposed  rule  also  described 
what  is  not  patient  safety  work  product, 
such  as  a  patient’s  original  medical 
record,  billing  and  discharge 
information,  or  any  other  original 
patient  or  provider  record.  Patient  safety 
work  product  does  not  include 
information  that  is  collected, 
maintained,  or  developed  separately  or 
exists  separately  from,  a  patient  safety 
evaluation  system.  This  distinction  is 
made  because  these  and  similar  records 
must  be  maintained  by  providers  for 
other  purposes. 

The  proposed  rule  also  discussed  that 
external  reporting  obligations  as  well  as 
voluntary  reporting  activities  that  occur 
for  the  purpose  of  maintaining 
accountability  in  the  health  care  system 
cannot  be  satisfied  with  patient  safety 
work  product.  Thus,  information  that  is 
collected  to  comply  with  external 
obligations  is  not  patient  safety  work 
product.  The  proposed  rule  provided 
that  such  activities  include:  state 
incident  reporting  requirements: 
adverse  drug  event  information 
reporting  to  the  Food  and  Drug 
Administration  (FDA);  certification  or 
licensing  records  for  compliance  with 
health  oversight  agency  requirements: 
reporting  to  the  National  Practitioner 
Data  Bank  of  physician  disciplinary 
actions;  or  complying  with  required 
disclosures  by  particular  providers  or 
suppliers  pursuant  to  Medicare’s 
conditions  of  participation  or  conditions 
of  coverage. 

The  proposed  rule  also  addressed  the 
issue  that  external  authorities  may  seek 
information  about  how  effectively  a 
provider  has  instituted  corrective  action 
following  identification  of  a  threat  to  the 
quality  or  safety  of  patient  care.  The 
Patient  Safety?  Act  does  not  relieve  a 
provider  of  its  responsibility  to  respond 
to  such  requests  for  information  or  to 
undertake  or  provide  to  external 


authorities  evaluations  of  the 
effectiveness  of  corrective  action,  but 
the  provider  must  respond  with 
information  that  is  not  patient  safety 
work  product.  The  proposed  rule 
provided  that  recommendations  for 
changes  from  the  provider’s  patient 
safety  evaluation  system  or  the  PSO  are 
patient  safety  work  product.  However, 
the  actual  changes  that  the  provider 
implements  to  improve  how  it  manages 
or  delivers  health  care  services  are  not 
patient  safety  work  product,  and  it 
would  be  virtually  impossible  to  keep 
such  changes  confidential. 

Overview  of  Public  Comments: 
Commenters  raised  a  significant  number 
of  concerns  regarding  how  information 
becomes  patient  safety  work  product 
under  particular  provisions  of  the 
definition. 

Functional  Reporting 

We  received  significant  feedback  from 
commenters  in  support  of  recognizing 
alternative  reporting  methods.  Most 
commenters  agreed  that  an  alternative 
reporting  arrangement  should  be 
permitted  to  promote  efficiency  and 
relieve  providers  of  the  burden  of 
continued  transmission.  Two 
commenters  opposed  permitting 
alternative  reporting  methods  based  on 
the  concern  that  a  shared  resource  may 
confuse  clear  responsibility  for  a  breach 
of  information  and  that  a  PSO  that  has 
access  to  a  provider  information  system 
may  also  have  access  to  patient  records 
and  similar  information  for  which 
access  may  not  be  appropriate. 

Most  commenters  rejected  the 
suggestion  that  functional  reporting 
should  be  limited  to  subsequent  reports 
of  information  rather  than  allowing 
functional  reports  for  the  first  report  of 
an  event.  Commenters  believed  that 
such  a  limitation  would  inhibit 
participation  and  offset  the  benefits  of 
allowing  functional  reporting. 
Commenters  also  believed  such  a 
limitation  would  create  an  artificial 
distinction  between  information  that  is 
initially  and  subsequently  reported  to  a 
PSO.  Some  commenters  believed  that 
details  regarding  functional  reporting 
are  better  left  to  agreement  between  the 
provider  and  PSO  engaging  in 
functional  reporting.  Two  commenters 
did  support  restricting  functional 
reporting  to  subsequent  information,  but 
did  not  provide  any  rationale  or  concern 
to  support  their  comment. 

No  commenters  identified  additional 
requirements  or  criteria  that  should  be 
imposed  beyond  a  formal  contract  or 
agreement.  Thus,  the  final  rule  permits 
functional  reporting. 


When  Is  Information  Protected 

Commenters  raised  significant  and 
substantial  concerns  regarding  when  the 
protections  for  patient  safety  work 
product  begins,  how  existing  patient 
safety  processes  will  occur  given  the 
protections  for  patient  safety  work 
product,  and  the  likelihood  that 
providers  may  need  to  maintain 
separate  systems  with  substantially 
duplicate  information.  A  significant 
majority  of  commenters  responded  to 
the  concern  regarding  the  status  of 
information  collected,  but  not  yet 
reported  to  a  PSO.  Mo.st  commenters 
agreed  with  concerns  raised  by  the 
Department  that  early  protection  could 
ease  the  burden  on  providers, 
preventing  a  race  to  report  to  a  PSO. 
These  commenters  recommended  that 
information  be  protected  upon 
collection  and  prior  to  reporting. 
Protection  during  this  time  would 
permit  providers  to  investigate  an  event 
and  conduct  preliminary  analyses 
regarding  causes  of  the  event  or  whether 
to  report  information  to  a  PSO.  Many 
commenters  were  concerned  that 
information  related  to  patient  safety 
events  be  protected  at  the  same  time  the 
information  is  preserved  for  other  uses. 
Some  providers  indicated  that  if 
duplication  of  information  is  required, 
providers  may  opt  to  not  participate  due 
to  costs  and  burdens.  Three  commenters 
indicated  that  there  should  be  no 
protection  until  information  is  reported 
to  a  PSO.  One  commenter  was 
concerned  that  early  protection  may 
interfere  with  State  reporting 
requirements  because  information 
needed  to  report  to  a  State  may  become 
protected  and  unavailable  for  State 
reporting.  Another  commenter  stated 
that  earlier  protection  would  not 
alleviate  the  concerns  regarding 
protection  prior  to  reporting. 

Commenters  provided  a  wide  range  of 
recommendations  in  response  to  when 
protection  of  information  should  begin 
prior  to  creation  of  patient  safety  work 
product.  Commenters  suggested  that 
information  be  protected  prior  to 
reporting  for  as  little  as  24  hours  from 
an  event  up  to  12  months.  Other 
commenters  suggested  that  a  timeframe 
be  reasonable  and  based  upon  relevant 
factors  such  as  the  complexity  of  facts 
and  circumstances  surrounding  an 
event. 

State  Reporting 

One  of  the  most  significant  areas  of 
comment  was  how  processes  to  create 
patient  safety  work  product  may  operate 
alongside  similar  processes  within  a 
provider.  Commenters  were  particularly 
concerned  that  information  collected  for 
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similar  purposes,  such  as  for  reporting 
to  a  PSO  and  for  reporting  to  a  State 
health  authority,  would  need  to  be 
maintained  in  separate  systems,  thereby 
increasing  the  burden  on  providers.  The 
most  significant  comments  received 
related  to  how  information  related  to 
patient  safety  events  may  be  protected  at 
the  same  time  the  information  is 
preserved  for  other  uses.  Some 
providers  indicated  that  if  duplication  is 
required,  provider  may  opt  to  not 
participate  due  to  costs  and  burdens. 

Earliest  Time  for  Collection  of 
Information 

Few  commenters  responded  to  the 
request  for  comment  on  the  earliest  date 
information  could  be  collected  for 
purposes  of  reporting  to  a  PSO,  a 
requirement  for  information  to  become 
patient  safety  work  product.  Four 
commenters  recommended  that 
information  collection  be  permitted 
back  to  the  passage  of  the  Patient  Safety 
Act.  Four  commenters  recommended 
that  the  earliest  date  of  collection  be 
dependent  upon  each  provider’s  good 
faith  and  intent  to  collect  information 
for  reporting  to  a  PSO. 

Finql  Rule:  The  Department  adopts 
the  proposed  provision  with  some 
modification. 

Functional  Reporting 

The  Department  recognizes  the 
concerns  raised  by  commenters 
regarding  the  functional  reporting 
proposal,  but  believes  the  benefits 
outweigh  the  potential  negative 
consequences;  the  relief  of  burden,  and 
the  flexibility  that  derives  from  not 
adhering  to  a  narrow  reading  of  the 
reporting  requirement.  First,  we 
recognize  that  a  provider  and  PSO 
engaging  in  this  alternative  method  of 
reporting  have  an  established 
relationship  for  the  reporting  of 
information  and  have  spent  some  time 
considering  how  best  to  achieve  a 
mutually  useful  and  suitable  reporting 
relationship.  That  relationship  will 
necessitate  consideration  of  what 
information  is  necessary  and  not 
necessary  to  achieve  the  purpose  of 
reporting.  Neither  a  provider  nor  a  PSO 
is  required  to  accept  an  alternative 
reporfing  mechanism.  Further, 
providers  continue  to  be  under  the  same 
obligations  to  protect  patient  and  other 
medical  records  from  inappropriate' 
access  fi-om  others,  including  the  PSO, 
without  exception.  Second,  such  a 
relationship  should  establish  clearly  the 
mechanism  for  control  of  information 
reported  or  to  which  the  PSO  will  have 
access,  and  the  scope  of  PSO  authority 
to  use  the  information.  In  addition,  the 
assessment  of  liability  should  be 


addressed  and  need  be  no  more 
complex  than  exists  in  provider  settings 
today  with  shared  resources  and 
integrated  services. 

We  agree  with  commenters  that 
limitations  regarding  the  initial  or 
subsequent  reporting  of  information  are 
better  left  to  tbe  providers  and  PSOs 
engaging  in  the  practice  and  that 
providers  and  PSOs  should  be  permitted 
to  design  the  appropriately  flexible 
reporting  mechanism  befitting  the 
circumstances  of  their  practice  setting. 
We  further  agree  that  additional 
limitations  on  the  ability  to  use 
functional  reporting  are  unwarranted, 
absent  clear  identification  of  risks  or 
concerns  to  be  addressed  by  further 
limitations. 

For  these  reasons,  we  clarify  that 
reporting  of  information  to  a  PSO  for  the 
purposes  of  creating  patient  safety  work 
product  may  include  authorizing  PSO 
access,  pursuant  to  a  contract  or 
equivalent  agreement  between  a 
provider  and  a  PSO,  to  specific 
information  in  a  patient  safety 
evaluation  system  and  authority  to 
process  and  analyze  that  information, 
e.g.,  comparable  to  the  authority  a  PSO 
would  have  if  the  information  were 
physically  transmitted  to  the  PSO.  We 
do  not  believe  a  formal  change  in  the 
regulatory  text  is  necessitated  by  this 
clarification. 

When  Is  Information  Protected 

The  Department  recognizes  that  the 
Patient  Safety  Act’s  protections  are  the 
foundation  to  furthering  the  overall  goal 
of  the  statute  to  develop  a  national 
system  for  analyzing  and  learning  from 
patient  safety  events.  To  encourage 
voluntary  reporting  of  patient  safety 
events  by  providers,  the  protections 
must  be  substantial  and  broad  enough 
so  that  providers  can  participate  in  the 
system  without  fear  of  liability  or  harm 
to  reputation.  Further,  we  believe  the 
protections  should  attach  in  a  manner 
that  is  as  administratively  flexible  as 
permitted  to  accommodate  the  many 
varied  business  processes  and  systems 
of  providers  and  to  not  run  afoul  of  the 
statute’s  express  intent  to  not  interfere 
with  other  Federal,  State  or  local 
reporting  obligations  on  providers. 

The  proposed  rule  required  that 
information  must  be  reported  to  a  PSO 
before  the  information  may  become 
patient  safety  work  product  under  the 
reporting  provision  of  the  definition  of 
patient  safety  work  product.  However, 
this  standard  left  information  collected, 
but  not  yet  reported  to  a  PSO, 
unprotected,  a  cause  of  significant 
commenter  concern.  This  standard  also 
might  encourage  providers  to  race  to 
report  information  indiscriminately  to 


obtain  protection  in  situations  where  a 
report  ultimately  may  be  unhelpful, 
causing  the  expenditure  of  scarce 
resources  both  by  a  provider  and  a  PSO 
to  secure  the  information  as  patient 
safety  work  product.  The  proposed  rule 
also  may  have  caused  some  providers  to 
choose  between  not  participating  or 
developing  dual  systems  for  handling 
similar  information  at  increased  costs. 

We  believe  it  is  important  to  address 
the  shortcomings  of  a  strict  reporting 
requirement  through  the  following 
modification.  The  final  rule  provides 
that  information  documented  as 
collected  within  a  patient  safety 
evaluation  system  by  a  provider  shall  be 
protected  as  patient  safety  work 
product.  A  provider  would  document 
that  the  information  was  collected  for 
reporting  to  a  PSO  and  the  date  of 
collection.  The  information  would 
become  patient  safety  work  product 
upon  collection.  Additionally,  a 
provider  may  document  that  the  same 
information  is  being  voluntarily 
removed  from  the  patient  safety 
evaluation  system  and  that  the  provider 
no  longer  intends  to  report  the 
information  to  a  PSO,  in  which  case 
there  are  no  protections.  If  a  provider 
fails  to  document  this  information,  the 
Department  will  presume  the  intent  to 
report  information  in  the  patient  safety 
evaluation  system  to  the  PSO  is  present, 
absent  evidence  to  the  contrary. 

We  believe  this  modification 
addresses  the  concerns  raised  by  the 
‘  commenters.  Protection  that  begins  from 
the  time  of  collection  will  encourage 
participation  by  providers  without 
causing  significant  administrative 
burden.  The  alternative  is  a  system  that 
encourages  providers  to 
indiscriminately  report  information  to 
PSOs  in  a  race  for  protection,  resulting 
in  PSOs  receiving  large  volumes  of 
unimportant  information.  By  offering 
providers  the  ability  to  examine  patient 
safety  event  reports  in  the  patient  safety 
evaluation  system  without  requiring 
that  all  such  information  be 
immediately  reported  to  a  PSO,  and  by 
providing  a  means  to  remove  such 
information  from  the  patient  safety 
evaluation  system  and  end  its  status  as 
patient  safety  work  product,  the  final 
rule  permits  providers  to  maximize 
organizational  and  system  efficiencies 
and  lessens  the  need  to  maintain 
duplicate  information  for  different 
needs.  Because  documentation  will  be 
crucial  to  the  protection  of  patient  safety 
work  product  at  collection,  providers 
are  encouraged  to  document  their 
patient  safety  evaluation  system.  We 
note,  however,  that  a  provider  should 
not  place  information  into  its  patient 
safety  evaluation  system  unless  it 
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intends  for  that  information  to  be 
reported  to  the  PSO. 

Although  this  approach  substantially 
addresses  commenter  concerns,  three 
issues  do  cause  concern.  First,  because 
information  may  be  protected  back  to 
the  time  of  collection,  providers  are  no 
longer  required  to  promptly  report 
information  to  a  PSO  to  ensure 
protection.  Although  we  believe  this  is 
an  unavoidable  result  of  the 
modification,  we  believe  the  likely 
impact  may  be  rare  because  providers 
are  likely  to  engage  PSOs  for  their 
expertise  which  requires  such  reporting. 
Second,  the  requirement  to  document 
collection  in  a  patient  safety  evaluation 
system  and,  potentially,  removal  from  a 
patient  safety  evaluation  system  could 
be  burdensome  to  a  provider.  However, 
we  believe  these  are  important 
requirements  particularly  in  light  of  the 
enforcement  role  OCR  will  play.  A 
provider  will  need  to  substantiate  that 
information  is  patient  safety  work 
product,  or  OCR  will  be  unable  to 
determine  the  status  of  information 
potentially  leaving  sensitive  information 
unprotected — or  subjecting  the  provider 
to  penalties  for  improperly  disclosing 
patient  safety  work  product.  Third,  the 
ability  of  a  provider  to  remove 
information  from  a  patient  safety 
evaluation  system  raises  concern  that  a 
provider  may  circumvent  the  intent  of  a 
provider  employee  to  obtain  protection 
for  information  when  reporting  to  the 
provider’s  patient  safety  evaluation 
system.  For  providers  that  engage  in 
functional  reporting,  the  concern  is 
substantially  mitigated  because,  under 
functional  reporting,  information  is 
reported  to  a  PSO  when  it  is  transmitted 
to  the  patient  safety  evaluation  system 
to  which  the  PSO  has  access,  and,  thus, 
protected.  Alternatively,  a  provider 
employee  may  report  as  permitted 
directly  to  a  PSO.  Ultimately,  this  issue 
is  to  be  settled  between  a  provider  that 
wishes  to  encourage  reports  that  may 
not  otherwise  come  to  light  and  its 
employees  who  must  be  confident  that 
reporting  will  not  result  in  adverse 
consequences. 

For  these  reasons,  the  Department 
modifies  the  definition  of  patient  safety 
work  product  to  include  additional 
language  in  the  first  provision  of  the 
definition  that  protects  information 
based  upon  reporting  to  a  PSO. 

State  Reporting 

To  address  commenter  concerns  about 
the  duplication  of  resources  for  similar 
patient  safety  efforts  and  the  lack  of 
protection  upon  collection,  we  have 
clarified  the  requirements  for  how 
information  becomes  patient  safety 
work  product  when  reported  to  a  PSO. 


Generally,  information  may  become 
patient  safety  work  product  when 
reported  to  a  PSO.  Information  may  also 
become  patient  safety  work  product 
upon  collection  within  a  patient  safety 
evaluation  system.  Such  information 
may  be  voluntarily  removed  from  a 
patient  safety  evaluation  system  if  it  has 
not  been  reported  and  would  no  longer 
be  patient  safety  work  product.  As  a 
result,  providers  need  not  maintain 
duplicate  systems  to  separate 
information  to  be  reported  to  a  PSO 
from  information  that  may  be  required 
to  fulfill  state  reporting  obligations.  All 
of  this  information,  collected  in  one 
patient  safety  evaluation  system,  is 
protected  as  patient  safety  work  product 
unless  the  provider  determines  that 
certain  information  must  be  removed 
from  the  patient  safety  evaluation 
system  for  reporting  to  the  state.  Once 
removed  from  the  patient  safety 
evaluation  system,  this  information  is 
■  no  longer  patient  safety  work  product. 

Earliest  Time  for  Collection  of 
Information 

The  Department  believes  that  a  clear 
indication  of  a  specific  time  when 
information  may  first  be  collected  is 
beneficial  to  providers  by  reducing  the 
complexity  and  ambiguity  concerning 
when  information  is  protected  as  patient 
safety  work  product.  Although  each 
provider  collecting  information  for 
reporting  to  a  PSO  may  need  to  support 
the  purpose  of  information  collection  at 
the  time  of  collection,  such  a  standard 
may  be  overly  burdensome.  The 
Department  agrees  that  information  may 
have  been  collected  for  the  purpose  of 
reporting  to  a  PSO  beginning  from 
passage  of  the  Patient  Safety  Act. 
Information  that  existed  prior  to  the 
passage  of  the  Patient  Safety  Act  may  be 
subsequently  collected  for  reporting  to  a 
PSO,  but  the  original  record  remains 
unprotected.  This  clarification  does  not 
require  any  regulatory  language  change 
in  the  proposed  rule. 

What  Is  Not  Patient  Safety  Work 
Product 

We  reaffirm  that  patient  safety  work 
product  does  not  include  a  patient’s 
original  medical  record,  billing  and 
discharge  information,  or  any  other 
original  patient  or  provider  record;  nor 
does  it  include  information  that  is. 
collected,  maintained,  or  developed 
separately  or  exists  separately  from,  a 
patient  safety  evaluation  system.  The 
final  rule  includes  the  statutory 
provision  that  prohibits  construing 
anything  in  this  Part  from  limiting  (1) 
the  discovery  of  or  admissibility  of 
information  that  is  not  patient  safety 
work  product  in  a  criminal,  civil,  or 


administrative  proceeding;  (2)  the 
reporting  of  information  that  is  not 
patient  safety  work  product  to  a  Federal, 
State,  or  local  governmental  agency  for 
public  health  surveillance, 
investigation,  or  other  public  health 
purposes  or  health  oversight  purposes; 
or  (3)  a  provider’s  recordkeeping 
obligation  with  respect  to  information 
that  is  not  patient  safety  work  product 
under  Federal,  State  or  local  law. 

Section  921(7)(B)(iii)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
21(7)(B)(iii).  The  final  rule  does  not 
limit  persons  from  conducting 
additional  analyses  for  any  purpose 
regardless  of  whether  such  additional 
analyses  involve  issues  identical  to  or 
similar  to  those  for  which  information 
was  reported  to  or  assessed  by  a  PSO  or 
a  patient  safety  evaluation  system. 
Section  922(h)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(h). 

'  Even  when  laws  or  regulations  require 
the  reporting  of  the  information 
regarding  the  type  of  events  also 
reported  to  PSOs,  the  Patient  Safety  Act 
does  not  shield  providers  from  their 
obligation  to  comply  with  such 
requirements.  These  external  obligations 
must  be  met  with  information  that  is  not 
patient  safety  w^ork  product  and 
oversight  entities  continue  to  have 
access  to  this  original  information  in  the 
same  manner  as  such  entities  have  had 
access  prior  to  the  passage  of  the  Patient 
Safety  Act.  Providers  should  carefully 
consider  the  need  for  this  information  to 
meet  their  external  reporting  or  health 
oversight  obligations,  such  as  for 
meeting  public  health  reporting 
obligations.  Providers  have  the 
flexibility  to  protect  this  information  as 
patient  safety  work  product  within  their 
patient  safety  evaluation  system  while 
they  consider  whether  the  information 
is  needed  to  meet  external  reporting 
obligations.  Information  can  be  removed 
from  the  patient  safety  evaluation 
system  before  it  is  reported  to  a  PSO  to 
fulfill  external  reporting  obligations. 
Once  the  information  is  removed,  it  is 
no  longer  patient  safety  work  product 
and  is  no  longer  subject  to  the 
confidentiality  provisions. 

The  Patient  Safety  Act  establishes  a 
protected  space  or  system  that  is 
separate,  distinct,  and  resides  alongside 
but  does  not  replace  other  information 
collection  activities  mandated  by  laws, 
regulations,  and  accrediting  and 
licensing  requirements  as  well  as 
voluntary  reporting  activities  that  occur 
for  the  purpose  of  maintaining 
accountability  in  the  health  care  system. 
Information  is  not  patient  safety  work 
product  if  it  is  collected  to  comply  with 
external  obligations,  such  as:  state 
incident  reporting  requirements: 
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adverse  drug  event  information 
reporting  to  the  Food  and  Drug 
Administration  (FDA);  certification  or 
licensing  records  for  compliance  with 
health  oversight  agency  requirements; 
reporting  to  the  National  Practitioner 
Data  Bank  of  physician  disciplinary 
actions;  complying  with  required 
disclosures  by  particular  providers  or 
suppliers  pursuant  to  Medicare’s 
conditions  of  participation  or  conditions 
of  coverage;  or  provision  of  access  to 
records  by  Protection  and  Advocacy 
organizations  as  required  by  law. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  in 
responding  to  questions  about  timing 
and  early  protection  interpreted  the 
timing  concern  to  be  an  expiration  of  an 
allowed  period  of  time  to  report,  such 
that  an  event  must  be  reported  within  a 
certain  number  of  days  or  it  may  not 
become  protected. 

Response:  As  noted  above,  the  timing 
issues  in  the  final  rule  relate  to  when 
information  may  have  been  collected  for 
reporting  to  a  PSO.  There  is  no 
expiration  date  for  an  event  that  would 
prohibit  future  protection  of  a  report  of 
it  as  patient  safety  work  product  so  long 
as  the  protection  of  the  information  is 
pursuant  to  the  final  rule. 

Comment:  One  commenter  suggested 
that  event  registries  may  seek  to  become 
PSOs  because  the  model  is  well 
positioned  to  allow  for  tracking  and 
identification  of  patients  that  require 
follow-up. 

Response:  The  Department  recognizes 
that  event  registries  may  have  particular 
benefits  that  may  be  helpful  in  the 
analysis  of  patient  safety  events,  but  we 
caution  any  holder  of  patient  safety 
work  product  that  future  disclosure  of 
patient  safety  work  product  must  be 
done  pursuant  to  the  disclosure 
permissions.  Thus,  while  it  may  be 
appropriate  for  event  registries  to 
identify  and  track  patients  who  may 
require  follow-up  care,  the  final  rule 
would  generally  not  permit  disclosure 
of  patient  safety  work  product  to 
patients  for  such  a  purpose. 

Accordingly,  while  there  may  be 
benefits  to  an  event  registry  becoming  a 
PSO,  a  registry  should  take  into 
consideration  the  limitations  on 
disclosure  of  patient  safety  work 
product,  and  what  impact  such  limits 
would  have  on  its  mission,  prior  to 
seeking  listing. 

Comment:  Several  commenters  sought 
clarification  whether  information 
underlying  analyses  within  a  patient 
safety  evaluation  system  was  protected. 
One  commenter  suggested  that  data 
used  to  conduct  an  analysis  should  be 


protected  at  the  same  time  as  the 
analysis. 

Response:  As  indicated  in  the 
definition  of  patient  safety  work 
product,  information  that  constitutes  the 
deliberation  or  analysis  within  a  patient 
safety  evaluation  system  is  protected. 
Information  underlying  the  analysis 
may  have  been  either  reported  to  a  PSO 
and  protected  or  collected  in  a  patient 
safety  evaluation  system.  Information 
documented  as  collected  within  a 
patient  safety  evaluation  system  is 
protected  based  on  the  modification  to 
the  definition  of  patient  safety  work 
product.  Thus,  information  underlying 
an  analysis  may  be  protected.  However, 
underlying  information  that  is  original 
medical  records  may  not  be  protected  if 
it  is  excluded  by  the  definition  of 
patient  safety  work  product. 

Comment:  Two  commenters  raised 
concerns  that  PSOs  do  not  have 
discretion  regarding  the  receipt  of 
unsolicited  information  reported  to 
PSOs  from  providers.  One  commenter 
was  concerned  about  the  burden  on  a 
PSO  receiving  unsolicited  reports  and 
the  obligation  a  PSO  may  have  regarding 
unsolicited  reports.  Another  commenter 
was  concerned  that  unsolicited  reports 
may  be  materially  flawed  or  contain 
incorrect  information. 

Response:  The  Department  does  not 
agree  that  this  is  a  major  issue  for  PSOs 
or  that  PSOs  need  some  regulatory 
ability  to  reject  reported  information.  If 
a  PSO  receives  information  from  a 
provider  that  was  collected  by  that 
provider  for  the  purposes  of  sending  to 
a  PSO,  then  the  information  is  patient 
safety  work  product.  PSOs  may  use  or 
analyze  the  information,  but  must 
protect  it  as  patient  safety  work  product 
and  dispose  of  the  information  properly. 
However,  there  is  no  requirement  that  a 
PSO  maintain  or  analyze  the 
information.  For  these  reasons,  we  do 
not  modify  the  proposed  rule  position 
regarding  these  issues. 

Comment:  Some  commenters  were 
concerned  that  recommendations  of 
PSOs  may  be  treated  as  a  standard  of 
care.  Commenters  recommended  that 
recommendations  from  PSOs  be 
protected  as  patient  safety  work 
product. 

Response:  The  Department  stated  in 
the  proposed  rule  that  PSO 
recommendations  are  patient  safety 
work  product,  but  the  changes 
undertaken  by  a  provider  based  upon  a 
PSO’s  recommendations  are  not  patient 
safety  work  product.  With  respect  to  the 
concern  that  PSO  recommendations 
may  establish  a  standard  of  care,  the 
issue  is  not  within  the  scope  of  the 
Patient  Safety  Act  and  not  appropriate 
for  the  regidation  to  address.  Generally, 


the  establishment  of  a  standard  of  care 
is  a  function  of  courts  and  entities  that 
have  jurisdiction  over  the  issue  for 
which  a  standard  of  care  is  relevant.  The 
introduction  of  patient  safety  work 
product  as  information  that  may  help 
establish  a  standard  of  care  is  highly 
unlikely  given  the  limited  disclosure 
permissions.  For  these  reasons,  we  make 
no  modifications  in  the  final  rule. 

Comment:  Several  commenters  raised 
concerns  about  the  distinction  between 
original  documents  and  copies  of 
original  documents.  One  commenter 
stated  that  it  was  an  artificial  distinction 
in  an  electronic  environment. 

Response:  The  Patient  Safety  Act  and 
the  final  rule  distinguish  certain  original 
records  from  information  collected  for 
reporting  to  a  PSO.  Because  information 
contained  in  these  original  records  may 
be  valuable  to  the  analysis  of  a  patient 
safety  event,  the  important  information 
must  be  allowed  to  be  incorporated  into 
patient  safety  work  product.  However, 
the  original  information  must  be  kept 
and  maintained  separately  to  preserve 
the  original  records  for  their  intended 
purposes.  If  the  information  were  to 
become  patient  safety  work  product,  it 
could  only  be  disclosed  pursuant  to  the 
confidentiality  protections. 

Comment:  One  commenter  was 
concerned  that  information  collected  for 
reporting  to  a  PSO  may  be  the  same 
information  providers  collect  for 
reporting  to  a  state  regulatory  agency. 
The  commenter  suggested  that 
protections  should  only  attach  to 
information  after  state-mandated 
reporting  requirements  have  been 
fulfilled.  The  commenter  was  concerned 
that  the  confidentiality  protections  may 
impede  state  data  collection, 
surveillance  and  enforcement  efforts.  A 
separate  commenter  requested 
clarification  that  if  patient  safety  work 
product  is  reported  under  a  state 
mandated  incident  reporting  system,  the 
patient  safety  work  product  continues  to 
be  protected. 

Response:  The  final  rule  is  clear  that 
providers  must  comply  with  applicable 
regulatory  requirements  and  that  the 
protection  of  information  as  patient 
safety  work  product  does  not  relieve  a 
provider  of  any  obligation  to  maintain 
information  separately.  The  Department 
believes  that  some  providers,  such  as 
hospitals,  have  been  operating  in  similar 
circumstances  previously  when 
conducting  peer  review  activities  under 
state  peer  review  law  protections.  For 
patient  .safety  work  product  to  be 
disclosed,  even  to  a  State  entity,  the 
discloser  must  have  an  applicable 
disclosure  permission.  While  the  Patient 
Safety  Act  does  not  preempt  state  laws 
that  require  providers  to  report 
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information  that  is  not  patient  safety 
work  product,  a  State  may  not  require 
that  patient  safety  work  product  he 
disclosed. 

Comment:  One  commenter  advised 
that  the  final  rule  should  huild  on 
existing  infrastructure  for  reporting  and 
examination  of  patient  safety  events  to 
minimize  duplication  of  resources  and 
maximize  existing  efforts. 

Response:  The  Department  has^ 
modified  the  proposed  rule  to  address 
the  potential  issue  of  duplicated 
resources  by  allowing  providers  the 
flexibility  to  collect  and  review 
information  within  a  patient  safety 
evaluation  system  to  determine  if  the 
information  is  needed  to  fulfill  external 
reporting  obligations  as  addressed 
above.  The  Department  recognizes  the 
high  costs  of  health  care,  both  in  dollars 
and  in  the  health  of  individuals.  The 
final  rule  establishes  a  workable  and 
flexible  framework  to  permit  providers 
that  have  mature  patient  safety  efforts  to 
fully  participate  as  well  as  for  providers 
with  no  patient  safety  activities  to  be 
encouraged  to  begin  patient  safety 
efforts. 

Comment:  One  commenter  asked 
whether  multiple  PSOs  can  establish  a 
single  reporting  portal  for  receiving 
reports  from  providers. 

Response:  The  final  rule  does  not 
address  procedures  regarding  how  a 
PSO  receives  information.  Providers 
must  meet  any  requirements  regarding 
sharing  information  that  is  protected 
health  information,  such  as  the  HIPAA 
Privacy  Rule,  in  any  circumstances 
when  reporting  information  to  a  PSO  or 
joint  PSO  portal. 

Comment:  Several  commenters  asked 
whether  retrospective  analyses  could  be 
included  as  patient  safety  work  product. 

Response:  The  final  rule  permits  any 
data,  which  is  a  term  that  is  broadly 
defined  and  would  include 
retrospective  analyses,  to  become 
patient  safety  work  product.  The  fact 
that  information  was  developed  prior  to 
the  collection  for  reporting  to  a  PSO 
does  not  bar  a  provider  from  reporting 
an  analysis  to  a  PSO  and  creating 
patient  safety  work  product.  Providers 
should  be  cautioned  to  consider 
whether  there  are  other  purposes  for 
which  an  analysis  may  be  used  to 
determine  whether  protection  as*patient 
safety  work  product  is  necessary  or 
w'arranted.  Further,  the  definition  of 
patient  safety  work  product  is  clear  that 
information  collected  for  a  purpose 
other  than  for  reporting  to  a  PSO  may 
not  become  patient  safety  work  product 
only  based  upon  the  reporting  of  that 
information  to  a  PSO.  Such  information, 
particularly  information  collected  or 
developed  prior  to  the  passage  of  the 


Patient  Safety  Act,  may  become 
protected  as  a  copy,  but  the  original 
document  remains  unprotected. 

(J)  Section  3.20 — Definition  of  Provider 

Proposed  Rule:  Proposed  §  3.20  would 
have  divided  the  meaning  of  provider 
into  three  categories.  The  first  paragraph 
included  “an  individual  or  entity 
licensed  or  otherwise  authorized  under 
State  law  to  provide  health  care 
services,  including”  and  this 
introductory  language  was  followed  by 
a  list  of  institutional  health  care 
providers  in  subparagraph  (1)  and  a  list 
of  individual  health  care  practitioners  in 
subparagraph  (2).  The  preamble 
indicated  that  these  statutory  lists  were 
illustrative. 

Under  the  Secretary’s  authority  to 
expand  the  list  of  providers  in  the 
statutory  definition,  the  proposed  rule 
would  have  added  two  categories  to  the 
list  of  providers.  The  second  paragraph 
would  have  covered  agencies, 
organizations,  and  individuals  within 
Federal,  State,  local,  or  Tribal 
governments  that  deliver  health  care, 
the  contractors  these  entities  engage, 
and  individual  health  care  practitioners 
employed  or  engaged  as  contractors  by 
these  entities.  We  included  this  addition 
because  public  health  care  entities  and 
their  staff  are  not  always  authorized  or 
licensed  by  state  law  to  provide  their 
services  and,  therefore,  might  not  be 
included  within  the  terms  of  the 
original  statutory  definition. 

The  third  paragraph  would  have 
included  a  parent  organization  that  has 
a  controlling  interest  in  one  or  more 
entities  described  in  paragraph  (l)(i)  of 
this  definition  or  a  Federal,  State,  local, 
or  Tribal  government  unit  that  manages 
or  controls  one  or  more  entities 
described  in  (l){i)  or  (2)  of  this 
definition.  This  addition  was  intended 
to  permit  the  parent  organization  of  a 
health  care  provider  system  to  enter  a 
system-wide  contract  with  a  PSO.  The 
parent  of  a  health  system  also  may  not 
be  licensed  or  authorized  by  state  law  to 
provide  health  care  services  as  required 
by  the  statutory  definition. 

Overview  of  Public  Comments:  There 
were  a  number  of  comments  with 
respect  to  the  entities  and  individuals 
that  are  identified  as  providers  in  the 
subparagraphs  of  paragraph  (1).  For 
example,  one  commenter  sought 
clarification  that  “assisted  living 
residential  care  and  other  community 
based  care”  providers  are  included  in 
the  broader  term  “long  term  care 
facilities”  as  identified  in  the  list  of 
covered  providers.  A  number  of  other 
individual  commenters  each  identified 
entities  that  the  Secretary  should 
include  in  the  definition  of  providers; 


medical  product  vendors, 
pharmaceutical  companies,  medical 
device  manufacturers,  risk  retention 
groups,  and  captive  professional 
liability  insurance  companies  that  are 
controlled  by  risk  retention  groups. 

There  was  general  support  for  the 
inclusion  of  parent  organizations  of 
private  and  public  sector  providers  in 
paragraph  (3),  although  two  commenters 
disagreed.  One  commenter  argued  that 
naming  the  parent  organization  as  a 
provider  suggested  a  “one  size  fits  all” 
solution  and  suggested  that  eligibility 
should  be  linked  to  whether  the  parent 
organization  is  involved  in  the  patient 
safety  evaluation  system  for  its 
subsidiaries.  Other  commenters,  while 
not  objecting,  worried  that  this  addition 
could  open  the  door  for  organizations 
such  as  health  insurance  issuers, 
including  Health  Maintenance 
Organizations,  regulatory  and 
accrediting  entities  to  qualify  as 
component  PSOs.  One  commenter 
suggested  that  by  using  the  phrase 
“controlling  interest”  with  respect  to 
private  sector  parent  organizations,  the 
focus  of  this  part  of  the  proposed 
paragraph  was  inappropriately  narrow, 
appearing  to  emphasize  a  corporate 
parent,  and  that  the  language  needed  to 
reflect  a  broader  array  of  potential 
parent  organizations,  such  as 
partnerships  or  limited  liability 
companies. 

Several  commenters  expressed 
concern  that  by  encompassing  entities 
that  are  not  traditionally  providers, 
under  HIPAA  or  other  rules,  our 
definition  of  “provider”  would  lead  to 
confusion.  One  commenter  suggested  it 
would  be  appropriate  for  the 
commentary  accompanying  the  final 
rule  to  address  the  two  terms, 
emphasize  the  differences,  and  clarify 
the  obligations. 

Final  Rule:  We  have  modified  the 
definition  of  provider  in  the  final  rule 
in  response  to  several  comments.  The 
first  modification  is  a  non-substantive 
substitution  of  the  term  behavioral 
health  for  behavior  health.  In  response 
to  the  comments  we  received  and  to 
ensure  clarity,  we  reiterate  what  we 
stated  in  the  proposed  rule  that  a  list 
preceded  by  “including”  is  an 
illustrative  list,  not  an  exhaustive  list. 

In  general,  the  question  of  whether 
any  private  sector  individual  or  entity, 
such  as  assisted  living  residential  care 
and  other  community-based  care 
providers,  comes  within  the  rule’s 
meaning  of  “provider”  is  determined  by 
whether  the  individual  or  entity  is 
licensed  or  otherwise  authorized  under 
state  law  to  deliver  health  care  services. 
We  note  that  paragraphs  (2)  and  (3)  of 
the  definition  address  public  sector 
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providers  and  parent  organizations  of 
health  care  providers. 

We  have  not  adopted  any  of  the  other 
recommendations  for  additions  to  the 
list  of  providers.  The  statute  provides 
confidentiality  and  privilege  protections 
for  reporting  by  individuals  and  entities 
that  actually  provide  health  care 
services  to  patients.  In  our  view,  it  was 
not  intended  to  apply  to  those  who 
manufacture  or  supply  materials  used  in 
treatments  or  to  entities  that  provide 
fiscal  or  administrative  support  to  those 
providing  health  care  services. 

With  respect  to  paragraph  (3)  of  the 
definition,  the  use  of  the  term  parent 
organization  here  should  conform  to  our 
definition  of  “parent  organization” 
above.  Therefore,  we  have  streamlined 
the  language,  deleting  unnecessary  text 
that  might  suggest  that  we  were 
applying  a  different  definition. 

The  Department  does  not  share  the 
concerns  of  commenters  that 
incorporating  a  broader  definition  of 
“provider”  in  this  rule  will  cause 
confusion  in  the  marketplace,  because 
its  use  will  be  limited.  The  application 
of  the  term  “provider”  in  this  rule  is 
intended  to  give  the  full  range  of  health 
care  providers  the  ability  to  report 
information  to,  and  work  with,  PSOs 
and  receive  confidentiality  and  privilege 
protections  as  set  forth  in  the  Patient 
Safety  Act  and  this  rule.  Although  we 
appreciate  the  administrative  benefits  of 
uniformity,  and  have  tried  to  maximize 
the  consistency  or  interoperability  of 
this  rule  with  the  HIPAA  Privacy  and 
Security  Rules,  it  would  not  be 
appropriate  in  this  rule  to  adhere  to  any 
less  inclusive  definition  of  provider 
used  in  other  regulations. 

We  did  not  condition  the  designation 
of  provider  status  for  a  parent 
organization  on  its  involvement  in  a 
patient  safety  evaluation  system.  We 
expect  that  most  parent  organizations 
will,  in  fact,  be  a  part  of  a  system-wide 
patient  safety  evaluation  system  if  they 
choose  to  pursue  PSO  services. 

However,  establishing  such  a 
requirement  now,  when  it  is  unclear 
what  types  of  innovative  arrangements 
and  effective  strategies  might  emerge, 
might  prove  more  detrimental  than 
helpful. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  raised 
concerns  that  paragraph  (2)  may  not 
include  Indian  tribes  that  operate  or 
contract  for  their  own  health  care 
systems  under  the  Indian  Self- 
Determination  and  Education 
Assistance  Act  (ISDEAA),  rather  than 
relying  upon  the  Indian  Health  Service. 

Response:  Tribal  organizations 
carrying  out  self-determination 


contracts  or  compacts  under  the 
ISDEAA  to  deliver  health  care  fall 
squarely  within  paragraph  (2)  of  the 
definition  of  provider  because  they  are 
organizations  engaged  as  contractors  by 
the  Federal  government  to  deliver 
health  care.  Additionally,  the  workforce 
of  a  provider  covered  under  the  rule,  by 
definition,  includes  employees, 
volunteers,  trainees,  contractors,  and 
other  persons,  whether  or  not  paid  by 
the  provider,  that  perform  work  under 
the  direct  control  of  that  provider. 
Federal  employees  detailed  to  a  tribe  or 
Tribal  organization  carrying  out  an 
ISDEAA  contract  would  be  covered 
under  paragraph  (2)  in  the  definition  of 
provider,  even  if  they  were  not  part  of 
the  Tribal  organization’s  workforce. 
Therefore,  no  change  is  needed  in 
response  to  this  comment. 

B.  Subpart  B — PSO  Requirements  and 
Agency  Procedures 

Proposed  Subpart  B  would  have  set 
forth  requirements  for  Patient  Safety 
Organizations  (PSOs)  including  the 
certification  and  notification 
requirements  that  PSOs  must  meet,  the 
actions  that  the  Secretary  may  and  will 
take  relating  to  PSOs,  the  requirements 
that  PSOs  must  meet  for  the  security  of 
patient  safety  work  product,  the 
processes  governing  correction  of  PSO 
deficiencies,  revocation,  and  voluntary 
relinquishment,  and  related 
administrative  authorities  and 
implementation  responsibilities.  The 
requirements  of  the  proposed  Subpart 
would  have  applied  to  entities  that  seek 
to  be  listed  as  PSOs,  PSOs,  their 
workforce,  a  PSO’s  contractors  when 
they  hold  patient  safety  work  product, 
and  the  Secretary. 

The  proposed  rule  did  not  require  a 
provider  to  contract  with  a  PSO  to 
obtain  the  protections  of  the  Patient 
Safety  Act:  however,  we  noted  that  we 
anticipate  that  most  providers  would 
enter  into  contracts  with  PSOs  when 
seeking  the  confidentiality  and  privilege 
protections  of  the  statute.  We  proposed 
to  enable  a  broad  variety  of  health  care 
providers  to  work  voluntarily  with 
entities  that  would  be  listed  as  PSOs  by 
the  Secretary  based  upon  their 
certifications  that,  among  other  things, 
state  that  they  have  the  ability  and 
expertise  to  carry  out  the  broadly 
defined  patient  safety  activities  of  the 
Patient  Safety  Act  and,  therefore,  to 
serve  as  consultants  to  eligible  providers 
to  improve  patient  care.  In  accordance 
with  the  Patient  Safety  Act,  the 
proposed  rule  set  out  an  attestation- 
based  process  to  qualify  for  3-year 
renewable  periods  of  listing  as  a  PSO. 
Proposed  Subpart  B  attempted  to 
minimize  regulator}'  burden,  while 


fostering  transparency  to  enhance  the 
ability  of  providers  to  assess  the 
strengths  and  weaknesses  of  their  choice 
of  PSOs. 

We  proposed  a  security  framework 
pertaining  to  the  separation  of  data  and 
systems  and  to  security  management, 
control,  monitoring,  and  assessment. 
Thus,  each  PSO  would  address  the 
framework  with  standards  it  determines 
appropriate  to  the  size  and  complexity 
of  its  organization.  We  proposed 
additional  requirements  to  ensure  that  a 
strong  firewall  would  be  maintained 
between  a  component  PSO  and  the  rest 
of  the  organization(s)  of  which  it  is  a 
part. 

We  noted  that  we  expect  to  offer 
technical  assistance  and  encourage 
transparency  wherever  possible  to 
promote  implementation,  compliance, 
and  correction  of  deficiencies.  At  the 
same  time,  this  proposed  Subpart 
established  processes  that  would  permit 
the  Secretary  promptly  to  revoke  a 
PSO’s  certification  and  remove  it  from 
listing,  if  such  action  proves  necessary. 

1.  Section  3.102 — Process  and 
Requirements  for  Initial  and  Continued 
Listing  of  PSOs 

Proposed  Rule:  The  proposed  rule  in 
§  3.102  addressed  the  eligibility  of,  and 
the  processes  and  requirements  for,  an 
entity  seeking  a  three-year  period  of 
listing  by  the  Secretary  as  a  PSO  and 
described  the  timing  and  requirements 
of  notifications  that  a  PSO  must  submit 
to  the  Secretary  during  its  period  of 
listing.  The  proposed  rule  described  our 
intention  to  minimize  barriers  to  entry 
for  entities  seeking  listing  and  create 
maximum  transparency  to  create  a 
robust  marketplace  for  PSO  services. 

The  Patient  Safety  Act  set  forth  limited 
prerequisites  that  must  be  met  to  be 
listed  by  the  Secretary  as  a  PSO,  which 
the  regulation  incorporates.  The 
Department  expects  that  providers  will 
be  the  ultimate  arbiters  of  the  quality  of 
services  that  an  individual  PSO 
provides. 

Over\'iew  of  Public  Comments:  The 
following  discussion  focuses  on  the 
broad  comments  we  received 
concerning  our  overall  approach  to 
initial  and  continued  listing  of  PSOs. 
These  comments  do  not  address  specific 
provisions  of  the  proposed  rule.  Public 
comments  that  address  specific 
provisions  of  §  3.102  are  addressed  in 
the  individual  subsection  discussions 
that  follow.  Questions  and  situation- 
specific  comments  are  addressed  below 
under  the  heading  of  “Response  to 
Other  Public  Comments.” 

The  Department  received  generally 
favorable  comment  on  our  proposed 
approach  in  this  section,  which 
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emphasizes  a  streamlined  ceilification 
process,  and  public  release  of 
documentation  submitted  by  PSOs 
whenever  appropriate.  There  were, 
however,  two  broad  sets  of  concerns 
expressed  about  our  overall  approach. 

The  first  concern  related  to  the 
potential  number  of  PSOs  that  might  be 
listed  by  the  Secretary  as  a  result  of  the 
Department’s  proposed  “ease  of  entry” 
approach.  These  comments  focused  on 
the  importance  of  PSOs  being  able  to 
aggregate  significant  amounts  of  data 
across  multiple  providers  to  develop 
meaningful  analyses.  Noting  that  patient 
safety  events  are  often  rare  events,  one 
commenter  noted  that  in  some  cases  it 
may  be  necessary  to  aggregate  data  for 
an  entire  state  in  order  to  develop 
insights  regarding  the  underlying  causes 
of  such  events.  Another  commenter 
noted  that  if  every  hospital  in  the  state 
established  its  own  component  PSO,  the 
potential  impact  of  PSO  analyses  could 
be  minimal.  Because  most  PSOs  will  be 
dependent  upon  revenue  firom  providers 
submitting  data,  one  commenter 
worried  that  too  many  PSOs  could  also 
affect  the  ability  of  individual  PSOs  to 
obtain  adequate  funding  to  perform 
their  analytic  functions  and  to 
implement  potentially  costly  security 
requirements. 

These  concerns  led  some  commenters 
to  suggest  inclusion  in  the  final  rule  of 
a  limitation  on  the  number  of  PSOs  that 
the  Secretary  would  list.  One 
commenter  asked  whether  it  would  be 
possible  for  the  Department  to  list  one 
national  PSO,  noting  this  could  improve 
efficiency  for  providers.  Another 
commenter  suggested  listing  of  2-4 
PSOs  per  state  using  a  competitive 
process  or  limiting  the  number  of  PSOs 
by  increasing  the  number  of  required 
provider  contracts  that  each  PSO  must 
have.  Most  commenters  who  favored 
limiting  the  number  of  listed  PSOs  did 
not  suggest  a  specific  approach. 

A  second  broad  set  of 
recommendations  focused  on  the  need 
for  periodic  or  ongoing  evaluation  of  the 
effectiveness  of  PSOs  that  could  be 
linked  to,  or  be  separate  from,  the 
evaluation  of  certifications  for 
continued  listing.  Some  commenters 
recommended  that  the  Department 
routinely  collect  information  from  PSOs 
to  evaluate  whether  the  individual  and 
collective  work  of  PSOs  is  actually 
reducing  medical  errors  and  improving 
the  quality  of  care  that  is  delivered.  One 
commenter  stressed  the  importance  of 
establishing  in  the  final  rule 
expectations  related  to  PSO 
performance  and  demonstrated  results 
and  provided  draft  language  for 
inclusion  in  the  final  rule. 


Final  Rule:  The  Department  has  not 
modified  the  approach  taken  in  the 
proposed  rule  in  response  to  these 
comments.  With  respect  to  limiting  the 
number  of  PSOs  that  are  listed  by  the 
Secretary,  the  statutory  language  is  clear 
that  any  entity,  public  or  private,  that 
can  meet  the  stated  requirements  is 
eligible  for  listing  by  the  Secretary. 
While  the  Department  understands  the 
concerns  of  the  commenters  that  a  very 
large  number  of  PSOs  could  frustrate  the 
statutory  goal  of  data  aggregation  across 
multiple  providers,  we  believe  that  this 
scenario  is  unlikely  for  several  reasons. 

First,  a  provider  does  not  need  to 
shoulder  the  financial  burden  alone  to 
support  a  full-time  PSO.  Providers  enjoy 
the  same  protections  under  the  Patient 
Safety  Act  when  they  contract  with  an 
independent  PSO  or  when  they  create  a 
component  organization  to  seek  listing 
as  a  PSO.  A  provider  that  establishes  a 
working  relationship  with  a  PSO  can 
have  a  division  of  labor  between  the 
analyses  that  its  staff  undertakes  in- 
house  within  its  patient  safety 
evaluation  system  and  the  tasks  it 
assigns  to  the  PSO.  In  both 
circumstances,  the  statutory  protections 
apply.  Thus,  for  a  provider,  establishing 
its  own  PSO  is  an  option,  not  a 
necessity. 

Second,  there  are  important  insights 
into  patient  safety  that  can  only  be 
derived  from  aggregating  data  across 
multiple  providers.  Given  the  low 
frequency  of  some  patient  safety  events, 
even  larger  health  systems  are  likely  to 
derive  additional  benefits  from  working 
with  PSOs  that  have  multiple  and, 
potentially,  diverse  clients. 

A  final  limiting  factor  is  the  shortage 
of  personnel  who  are  well-trained  or 
experienced  in  the  use  of  the 
methodologies  of  patient  safety 
analyses.  While  the  marketplace  will 
respond  to  the  need  for  the  development 
of  additional  training  and  certification 
programs,  the  availability  of  highly- 
skilled  staff  will  be  a  constraining  factor 
initially.  In  combination,  these  three 
factors  should  provide  a  natural 
constraint  on  the  number  of  single¬ 
provider  PSOs. 

Regarding  the  other  general  set  of 
comments  related  to  the  listing  process, 
the  Department  has  considered  these 
suggestions  and  has  determined  not  to 
incorporate  in  the  final  rule 
requirements  for  an  ongoing  evaluation 
process  or  the  routine  collection  of  data 
from  PSOs.  PSOs  are  not  a  Federal 
program  in  the  traditional  sense.  Most 
significantly,  they  are  not  Federally 
funded.  Their  project  goals,  priorities, 
and  the  specific  analyses  that  they 
undertake  are  not  Federally  directed. 
The  value  and  impact  of  an  individual 


PSO  will  be  determined  primarily  by 
the  providers  that  use  its  services  on  an 
ongoing  basis. 

It  is  unclear  at  this  point  how 
providers  will  choose  to  use  PSOs.  Only 
with  experience  will  it  become  clear 
which  analyses  a  provider  will  choose 
to  undertake  in  its  own  patient  safety 
evaluation  system  and  which  analyses  a 
provider  will  rely  upon  a  PSO  to 
undertake.  The  mix  and  balance  of 
activities  between  a  provider’s  patient 
safety  evaluation  system  and  its  PSO  (or 
PSOs)  will  undoubtedly  shift  over  time 
as  the  working  relationships  between 
providers  and  PSOs  evolve  toward 
greater  efficiency.  Thus,  we  remain 
convinced  that  providers  are  in  the  best 
position  to  assess  the  value  of  a  PSO 
and  its  ability  to  contribute  to 
improving  the  quality  and  safety  of 
patient  care. 

Response  to  Other  Public  Comments 

Comment:  While  contracts  are  not 
required  between  PSOs  and  providers  to 
obtain  protections,  the  Department 
stated  that  it  anticipates  most  providers 
will  enter  contracts  with  providers.  In 
light  of  this  expectation,  one  commenter 
urged  the  Department  to  develop  and 
make  available  a  model  contract. 

Response:  We  do  not  think  a  model 
contract  can  be  developed  easily.  The 
issues  that  need  to  be  addressed  will 
vary  significantly  based  upon  the  nature 
of  the  relationship.  Therefore,  we  do  not 
expect  to  be  developing  and  releasing  a 
model  contract. 

Comment:  One  commenter  suggested 
that  the  final  rule  should  explain  how 
AHRQ  will  publish  the  results  from 
which  providers  and  others  can  evaluate 
a  PSO  before  entering  a  contract. 

Response:  For  the  reasons  discussed 
above,  AHRQ  will  not  require  or  release 
PSO-specific  performance  information. 

Comment:  One  commenter  suggested 
that  AHRQ  should  ensure  that  PSOs 
should  not  be  able  to  make  commercial 
gain  from  the  knowledge  it  derives  as  a 
PSO. 

Response:  The  statute  permits  all 
types  of  private  and  public  entities  to 
seek  listing  as  a  PSO;  it  does  not  limit 
private  entities  to  not-for-profits.  The 
final  rule  mirrors  that  formulation.  The 
Department  concludes  that  the  statute 
does  not  invite  us  to  impose  such 
restrictions  and  expects  that  providers’ 
decisions  will  determine  the 
acceptability  of  for-profit  PSOs. 

Comment:  One  commenter  suggested 
that  providers  should  only  be  permitted 
to  submit  data  to  one  PSO. 

Response:  The  Patient  Safety  Act’s 
framework  for  PSO-provider 
relationships  is  voluntary  from  a  public 
policy  perspective.  In  our  view,  it 
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would  be  inconsistent  with  section 
922(e)(1)(B)  of  the  Public  Health  Service 
Act  for  the  Department  or  any  entity  to 
use  the  authority  of  law  or  regulation  to 
limit  or  direct  provider  reporting. 

Comment:  One  commenter  suggested 
that  the  final  rule  should  require  PSOs 
to  share  aggregated,  non-identifiable 
patient  safety  work  product  with  state 
regulatory  authorities. 

Response:  The  Department  does  not 
agree  that  it  is  appropriate  to  place  such 
an  unfunded  mandate  upon  PSOs. 

Comment:  One  commenter  stated  that 
it  is  a  waste  of  effort  and  expense  to 
create  new  government  entities  to  work 
with  providers  when  current 
organizations  can  do  that  just  as  well. 
The  commenter  also  asked  whether 
anyone  has  estimated  the  10-year  costs. 

Response:  As  this  final  rule  makes 
clear,  these  entities  are  not  government 
entities  and  will  not  receive  Federal 
funding.  While  we  expect 
implementation  will  spur  the 
development  of  new  entities,  we  also 
expect  that  existing  entities  will  be  able 
to  expand  their  current  patient  safety 
improvement  efforts  if  they  seek  listing 
and  are  able  to  offer  the  confidentiality 
and  privilege  protections  provided  by 
the  Patient  Safety  Act.  While  we  have 
not  done  a  10-year  cost  estimate,  our 
regulatory  impact  statement  at  the  end 
of  the  preamble  projects  net  savings  of 
$76  to  $92  million  in  2012,  depending 
upon  whether  the  net  present  value 
discount  rate  is  estimated  at  7%  or  3%. 

(A)  Section  3.102(a) — Eligibility  and 
Process  for  Listing 

Proposed  Rule:  Section  3.102(a)  of  the 
proposed  rule  would  have  provided 
that,  with  several  exceptions  discussed 
below,  any  entity — public  or  private, 
for-profit  or  not-for  profit — that  can 
meet  the  statutory  and  regulatory 
requirements  may  seek  initial  or 
continued  listing  by  the  Secretary  as  a 
PSO.  The  Department  proposed  to 
establish  a  streamlined  certification 
process  for  entities  seeking  initial  or 
continued  listing  that  relied  upon 
attestations  that  the  entities  met 
statutory  and  regulatory  requirements. 
To  foster  informed  provider  choice, 
entities  were  encouraged,  but  would  not 
be  required,  to  post  narratives  on  their 
respective  Web  sites  that  explained  how 
each  entity  intended  to  comply  with 
these  requirements  and  carry  out  its 
mission. 

The  proposed  rule  incorporated  a 
statutory  prohibition  that  precludes  a 
health  insurance  issuer  and  a 
component  of  a  health  insurance  issuer 
from  becoming  a  PSO.  The  Department 
also  proposed  to  exclude  any  entity, 
public  or  private,  that  conducts 


regulatory  oversight  of  health  care 
providers,  which  included  organizations 
that  accredit  or  license  providers.  We 
proposed  this  restriction  for  consistency 
with  the  statute,  which  seeks  to  foster  a 
“culture  of  safety”  in  which  health  care 
providers  are  confident  that  the  patient 
safety  events  that  they  report  will  be 
used  for  learning  and  improvement,  not 
oversight,  penalties,  or  punishment.  The 
proposed  rule  would  permit  a 
component  organization  of  such  an 
entity  to  seek  listing  as  a  PSO.  To  ensure 
that  providers  would  know  the  parent 
organizations  of  such  PSOs,  we 
proposed  that  certifications  include  the 
name(s)  of  its  parent  organization(s), 
which  the  Secretary  would  release  to 
the  public.  We  sought  comment  on 
whether  we  should  consider  broader 
restrictions  on  eligibility. 

The  proposed  rule  would  permit  a 
delisted  entity,  whether  delisted  for 
cause  or  because  of  voluntary 
relinquishment  of  its  status, 
subsequently  to  seek  a  new  listing  as  a 
PSO.  To  ensure  that  the  Secretary  would 
be  able  to  take  into  account  the  history 
of  such  entities,  we  proposed  such 
entities  submit  this  information  with 
their  certifications  for  listing. 

Overview  of  Public  Comments:  The 
Department  received  generally  favorable 
comments  on  our  proposal  to  adopt  a 
streamlined  attestation-based  approach 
to  initial  listing  of  PSOs.  A  number  of 
commenters  expressed  concern  about 
our  attestation-based  approach, 
however,  arguing  for  a  more  in-depth 
assessment  to  ensure  that  an  entity  had 
the  capability  to  carry  out  its  statutory 
and  regulatory  responsibilities  and  meet 
the  patient  safety  objectives  of  the 
statute.  Some  believed  that  the  private 
marketplace  is  not  necessarily  well- 
equipped  to  judge  which  organizations 
can  most  effectively  meet  these 
requirements.  Arguing  that  one 
misguided  or  fraudulent  organization 
could. taint  the  entire  enterprise  for 
years,  a  few  commenters  suggested  that 
we  require  interested  organizations  at 
initial  listing  to  submit  documentation 
of  their  ability  to  meet  their  statutory 
and  regulatory  responsibilities. 

Most  commenters  who  urged  a 
stronger  approach  to  the  evaluation  of 
certifications  for  listing  acknowledged 
the  value  of  an  expedited  process  for 
initial  listing  and  instead  focused  their 
recommendations  on  the  importance  of 
creating  a  more  rigorous  process  for 
continued  listing.  A  common 
recommendation  was  to  require,  in 
addition  to  the  proposed  certifications  , 
for  continued  listing,  that  a  PSO  be 
required  to  submit  documentation  that 
described  in  detail  how  it  is  complying 
with  the  requirements  underlying  its 


certifications  and  urged  the  Department 
to  arrange  for  independent  review  of 
such  documentation,  coupled  with  an 
audit  process  that  would  ensure 
compliance. 

The  comments  we  received  were 
supportive  of  including  a  requirement 
that  entities  certify  whether  there  is  any 
relevant  history  regarding  delisting 
about  which  the  Secretary  needs  to  be 
aware.  Several  commenters  suggested 
that  the  entity  seeking  to  be  relisted 
should  be  required  to  include  reason(s) 
for  any  prior  delisting.  Another 
suggestion  was  that  the  Secretary  should 
have  discretion  in  relisting  an  entity  not 
to  release  the  names  of  officials  who  had 
positions  of  responsibility  in  a 
previously  delisted  entity. 

The  proposed  restrictions  on 
eligibility  engendered  considerable 
comment.  With  respect  to  the  statutory 
restriction  on  health  insurance  issuers, 
concerns  and  questions  were  raised 
regarding  whether  the  exclusion  applied 
to  self-insured  providers  or  malpractice 
liability  insurers  and  whether  health 
systems  that  include  a  subsidiary  that  is 
a  health  insurance  issuer  could  establish 
a  component  PSO. 

We  received  a  significant  level  of 
comment  regarding  our  proposed 
restriction  on  listing  of  regulatory 
oversight  bodies.  While  the  majority  of 
commenters  supported  the  proposed 
exclusion,  some  commenters  took  issue 
with  various  aspects  of  our  proposal. 

Commenters  engaged  in  accreditation 
activities  generally  criticized  our 
characterization  of  these  activities  as 
regulatory.  They  pointed  out  that  the 
proposed  rule  did  not  take  into  account 
the  distinction  between  voluntary  and 
mandatory  accreditation  and,  in  their 
view,  most  accreditation  was  voluntary. 
They  also  noted  that  accreditation 
activities  were  initially  developed  to 
ensure  the  quality  and  safety  of  patient 
care  and  that  accreditation  entities, 
unlike  licensure  agencies,  have  greater 
discretion  in  addressing  any  problems 
that  they  identify  with  a  provider’s 
operations  in  a  non-punitive  way.  For 
these  commenters,  accreditation 
activities  were  not  inconsistent  with 
fostering  a  “culture  of  safety.”  By 
contrast,  most  provider  comments 
supported  the  exclusion,  and  singled 
out  accreditation  entities  as  warranting 
exclusion. 

State  health  departments  and  state- 
created  entities  expressed  concern  about 
an  outright  prohibition  on  their  being 
listed  as  PSOs,  noting  that  the 
prohibition  could  disrupt  effective 
patient  safety  initiatives  now  underway. 
A  number  of  specific  state-sanctioned 
patient  safety  initiatives  were  described 
in  their  submissions.  Commenters 
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pointed  to  the  fact  that  state  health 
departments  have  both  regulatory  and 
non-regulatory  elements  to  their 
authority,  have  routinely  demonstrated 
that  they  can  effectively  keep  these 
elements  separate,  and  thus,  they  saw 
no  reason  for  the  Department  to  doubt 
that  state  agencies  could  continue  to  do 
so  effectively  if  they  were  permitted  to 
operate  PSOs. 

Other  commenters  suggested 
extending  the  prohibition  to  other  types 
of  entities  (such  as  purchasers  of  health 
care  or  agents  of  regulatory  entities)  and 
raised  questions  regarding  the  scope  of 
the  exclusion. 

We  received  a  significant  number  of 
comments  in  response  to  a  specific 
question  raised  in  the  proposed  rule 
whether  the  exclusion  of  regulatory 
entities  should  be  extended  to 
components  of  such  ofganizations. 
Commenters  that  supported  extension  of 
the  prohibition  generally  argued  that  the 
firewalls  that  the  statute  requires  a 
component  PSO  to  maintain  between 
itself  and  its  parent  organization(s) 
could  be  circumvented,  that  the 
flexibility  in  the  proposed  rule  to  enable 
a  component  PSO  to  draw  upon  the 
expertise  of  its  parent  organization(s) 
would  be  inappropriate  in  this  situation, 
and  there  was  a  significant  possibility 
that  such  a  parent  organization  could 
use  its  position  of  authority  to  attempt 
to  coerce  providers  into  reporting 
patient  safety  work  product  to  its 
component  PSO. 

A  majority  of  commenters,  however, 
opposed  expanding  the  exclusion  to 
components  of  such  regulatory 
organizations.  They  contend  that  the 
statutorily  required  separations  between 
a  component  PSO  and  its  parent 
organization(s)  would  provide  adequate 
protection  against  improper  access  and 
adverse  use  of  confidential  patient 
safety  work  product  by  the  excluded 
entities  with  which  such  a  component 
PSO  is  affiliated.  A  number  of 
commenters  noted  that  an  expansion  of 
the  exclusion  to  components  of  such 
entities  would  have  unintended 
consequences.  For  example,  an 
increasing  number  of  medical  specialty 
societies  operate,  or  are  in  the  process 
of  developing,  accreditation  programs 
for  their  members  in  respon.se  to 
growing  public  and  private  sector 
pressure  for  quality  improvement.  These 
organizations  see  the  creation  of 
specialty-specific  component  PSOs  as 
an  important  complement  to  their  other 
quality  improvement  activities. 
Similarly,  some  commenters  contend 
that  widespread  patient  safety 
improvements  require  coordination  and 
communication  across  the  public  and 
private  sectors.  The.se  commenters 


argued  that  a  broader  exclusion  could 
both  disrupt  existing,  effective  public 
sector  patient  safety  initiatives  and 
preclude  opportunities  for  the  public 
sector  to  play  a  meaningful  role. 

Many  commenters  that  opposed 
extending  the  exclusion  to  component 
organizations  nevertheless  suggested 
additional  restrictions  to  strengthen  the 
separation  of  activities  between 
component  PSOs  and  these  types  of 
parent  organizations.  Their  suggestions 
are  discussed  below  with  respect  to 
§  3.102(c). 

Final  Rule:  The  Department 
considered  whether  to  modify  the 
attestation  process  either  for  initial  or 
continued  listing  of  PSOs  or  both  but 
ultimately  concluded  that  .streamlined 
attestations  should  be  retained  for  both. 
Given  the  voluntary,  unfunded  nature  of 
this  initiative  and  the  centrality  of  the 
client-consultant  paradigm  of  provider- 
PSO  relationships,  an  approach  that 
requires  documentation  and  routine 
audits  is  likely  to  be  costly  and 
burdensome,  both  to  entities  seeking 
listing  and  the  Department.  Mpre 
importantly,  such  an  approach  is 
unlikely  to  achieve  its  intended 
objective,  for  the  reasons  discussed 
below. 

There  are  limitations  of  a 
documentation  approach  to  ensuring  the 
capabilities  and  compliance  of  PSOs 
with  the  requirements  for  listing,  and 
such  an  approach  is  unlikely  to  yield 
the  types  of  information  that  providers 
will  need  in  selecting  a  PSO.  Consider, 
for  example,  two  of  these  requirements: 
the  criterion  that  requires  that  a  PSO 
have  qualified  staff,  including  licensed 
or  certified  medical  professionals,  and 
the  patient  safety  activity  that  requires 
the  provision  of  feedback  to  participants 
in  a  (provider’s)  patient  safety 
evaluation  system.  Documentation, 
through  submission  of  resumes  or 
summaries  of  the  credentials  of 
professional  staff,  can  demonstrate  that 
the  PSO  meets  the  statutory 
requirement.  What  each  provider  really 
needs  to  assess,  however,  is  whether  the 
skill  sets  of  the  professional  staff 
employed  by  or  under  contract  to  the 
PSO  are  an  appropriate  match  for  the 
specific  tasks  that  led  the  provider  to 
seek  a  PSO’s  assistance.  Depending 
upon  the  analytic  tasks,  a  provider  may 
need  expertise  that  is  setting-specific, 
e.g.,  nursing  homes  versus  acute  care 
settings,  technology-specific,  specialty- 
specific,  or,  may  require  expertise 
outside  the  traditional  scope  of  health 
care.  Thus,  there  is  not  a  single  template 
against  which  the  expertise  of  a  PSO’s 
professional  staff  can  be  judged.  In 
addition,  we  anticipate  that  PSOs 
seeking  additional  clients  (providers) 


will  post  on  their  websites,  or  otherwise 
advertise,  the  names  and  qualifications 
of  their  top  staff  experts  and 
consultants.  Their  Web  site  locations 
will  be  on  the  AHRQ  PSO  Web  site. 

Similarly,  documentation  can 
demonstrate  that  a  PSO  has  provided 
feedback  to  participants  in  a  provider’s 
patient  safety  evaluation  system  and 
thereby  met  the  statutory  requirement. 
But  the  most  relevant  questions  are 
whether  the  feedback  reflected  a  valid 
analysis  of  the  provider’s  patient  safety 
work  product  and  existing  scientific 
knowledge,  and  whether  the  feedback 
was  framed  in  ways  that  made  it 
understandable,  “actionable,”  and 
appropriate  to  the  nature  of  the 
provider’s  operation.  The  answers  to 
these  questions  cannot  be  assessed  by 
the  Department  readily  through  the 
listing  process. 

As  a  result,  in  many  cases,  the 
provider-client,  rather  than  the 
Department,  will  be  better  able  to 
determine  whether  the  outcomes  of  a 
PSO’s  conduct  of  patient  safety 
activities  meet  its  needs  in  a  meaningful 
way.  The  Department  believes  that 
providers,  especially  institutional 
providers,  will  have  access  to  the 
expertise  to  make  them  especially 
sophisticated  customers  for  PSO 
services.  Providers  are  likely  to  assess 
very  carefully  the  capabilities  of  a  PSO 
and  will  be  in  a  position  to  request 
appropriate  documentation,  if 
neces.sary,  to  assess  a  PSO’s  ability  to 
meet  their  specific  requirements. 
Therefore,  the  Department  does  not  see 
a  compelling  public  policy  rationale  for 
substituting  its  judgment  for  that  of  a 
provider.  Providers  can  demand 
references  and  evidence  of  relevant 
accomplishments,  and  effectively 
evaluate  the  adequacy  and  suitability  of 
a  PSO’s  expertise  and  experience.  In 
summary,  a  listing  process  that  imposes 
documentation  and  audit  requirements 
on  each  PSO  will  impose  a  significant 
burden  on  all  parties,  but  yield  only 
marginally  useful  information  to 
prospective  clients. 

Accordingly,  we  believe  the  approach 
outlined  in  the  proposed  rule  offers  a 
more  efficient  and  effective  approach. 
The  approach  does  include  authority  for 
spot-checking  compliance  outlined  in 
§  3.110,  responding  to  complaints  or 
concerns,  and  enabling  the  Secretary,  in 
making  listing  deci.sions  (see  §  3.104(b)), 
to  take  into  consideration  the  history  of 
an  entity  and  its  key  officials  and  senior 
managers.  This  approach  will  be 
buttressed  with  a  program  of  technical 
assistance  for  PSOs  administered  by 
AHRQ.  In  addition,  the  final  rule 
incorporates  a  new  expedited  revocation 
process  that  can  be  used  when  the 
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Secretary  determines  that  there  would 
be  serious  adverse  consequences  if  a 
PSO  were  to  remain  listed.  False 
statements  contained  in  a  PSO’s 
submitted  certifications  can  result  in  a 
loss  of  listing  or  other  possible  penalties 
under  other  laws. 

For  convenience  and  clarity,  we  have 
restructured  §  3.102(a)(1)  to  provide  a 
unified  list  of  the  certifications  and 
information  that  an  entity  must  submit 
for  listing  as  a  PSO.  Sections 
3.102(a)(l)(i)  through  3.102(a)(l)(vii)  set 
forth  and  cross-reference  the 
requirements  of  the  final  rule.  Two  of 
these  requirements  are  new.  Section 
3.102(a)(l)(iv)  cross-references  the 
additional  requirements  in 
§  3.102(c)(l)(ii)  that  components  of 
entities  that  are  excluded  from  listing 
must  meet  in  order  for  such  components 
to  be  listed.  Section  3.102(a)(l)(v) 
incorporates  our  proposal,  for  which 
comments  were  supportive,  to  require 
disclosure  to  the  Secretary  if  the  entity 
seeking  listing  (under  its  current  name 
or  another)  has  ever  been  denied  listing 
or  delisted  or  if  the  officials  or  senior 
managers  of  the  entity  now  seeking 
listing  have  held  comparable  positions 
in  a  PSO  that  the  Secretary  delisted  or 
refused  to  list. 

We  have  not  adopted 
recommendations  that  we  require 
explanations  for  the  historical  situations 
encompassed  by  §  3.102(a)(l)(v). 

Instead,  we  require  that  the  name(s)  of 
any  delisted  PSO  or  of  any  entity  that 
was  denied  listing  be  included  with  the 
certifications.  The  Department  can  then 
search  its  records  for  background 
information.  In  response  to  concerns 
regarding  public  disclosure  of  the  names 
of  the  officials  or  senior  managers  that 
would  trigger  the  notification 
requirement,  we  do  not  require 
submission  of  the  names  of  the 
individuals  with  the  certifications.  With 
respect  to  the  workforce  of  the  entity, 
we  note  that  we  have  narrowed  the 
requirement  in  two  ways.  First,  we  have 
narrowed  the  focus  from  “any” 
employee  to  officials  and  senior 
‘managers.  Second,  the  requirement  to 
disclose  only  applies  when  officials  or 
senior  managers  of  the  entity  seeking 
listing  also  held  comparable  positions  of 
responsibility  in  the  entity  that  was 
delisted  or  refused  listing. 

Restructured  §  3.102(aT(2)  retains  the 
statutory  exclusion  from  listing  of 
health  insurance  issuers  and 
components  of  health  insurance  issuers 
in  subparagraph  (i).  For  greater  clarity, 
we  have  restated  the  exclusion  to  reflect 
the  rule’s  definition  of  component  so  it 
now  references;  a  health  insurance 
issuer;  a  unit  or  division  of  a  health 
insurance  issuer;  or  an  entity  that  is 


owned,  managed,  or  controlled  by  a 
health  insurance  issuer.  New 
subparagraph  (ii)  modifies  and  restates 
the  exclusion  from  listing  of  any  entity 
that:  (1)  Accredits  or  licenses  health 
care  providers;  (2)  oversees  or  enforces 
statutory  or  regulatory  requirements 
governing  the  delivery  of  health  care 
services;  (3)  acts  as  an  agent  of  a 
regulatory  entity  by  assisting  in  the 
conduct  of  that  entity’s  oversight  or 
enforcement  responsibilities  vis-a-vis 
the  delivery  of  health  care  services;  or 
(4)  operates  a  Federal,  State,  local  or 
Tribal  patient  safety  reporting  system  to 
which  health  care  providers  (other  than 
members  of  the  entity’s  workforce  or 
health  care  providers  holding  privileges 
with  the  entity)  are  required  to  report 
information  by  law  or  regulation. 

In  reviewing  the  comments  on  the 
proposed  regulatory  exclusion,  we  did 
not  find  the  arguments  for  narrowing 
the  prohibition  compelling.  Almost 
every  provider  group  expressed  concern 
regarding  the  possible  operation  of  PSOs 
by  entities  that  accredit  or  license 
providers  as  well  as  possible  operation 
of  PSOs  by  regulatory  entities.  We  share 
their  concerns  that  entities  with  the 
potential  to  compel  or  penalize  provider 
behavior  cannot  create  the  “culture  of 
safety”  (which  emphasizes 
communication  and  cooperation  rather 
than  a  culture  of  blame  and 
punishment)  that  is  envisioned  by  the 
statute. 

We  also  concluded  that  it  is  difficult 
to  draw  a  “bright-line”  distinction 
between  voluntary  and  mandatory 
accreditation  as  several  of  the 
commenters  from  accreditation 
organizations  proposed.  While  most 
accreditation  is  technically  voluntary 
from  the  standpoint  of  many 
accreditation  entities,  its  mandatory 
aspect  generally  derives  fi:om 
requirements  established  by,  or  its  use 
by,  other  entities  such  as  payers.  Thus, 
if  we  were  to  incorporate  such  a 
distinction  that  permitted  the  listing  of 
organizations  that  provide  voluntary 
accreditation  today,  its  voluntary  nature 
could  disappear  over  time  if  other 
organizations  mandated  use  of  its 
accreditation  services.  Thug,  a  listed 
PSO  might  need  to  be  delisted  at  some 
point  in  the  future  solely  because  of  the 
actions  of  a  third  party  mandating  that 
organization’s  accreditation  as  a 
requirement.  Therefore,  we  have 
retained  the  prohibition  on 
accreditation  and  licensure  entities  and 
have  not  incorporated  any  distinctions 
regarding  voluntary  versus  mandatory 
accreditation  in  the  final  rule.  We  have 
reformulated  the  exclusion  and  no 
longer  include  accreditation  or  licensure 


activities  as  examples  of  regulatory 
activities. 

Similarly,  we  have  retained  the  broad 
exclusion  from  listing  of  regulatory 
entities,  by  which  we  mean  public  or 
private  entities  that  oversee  or  enforce 
statutory  or  regulatory  requirements 
governing  the  delivery  of  health  care 
services.  Their  defining  characteristic  is 
that  these  entities  have  the  authority  to 
discipline  institutional  or  individual 
providers  for  the  failure  to  comply  with 
statutory  or  regulatory  requirements,  by 
withholding,  limiting,  or  revoking 
authority  to  deliver  health  care  services, 
by  denying  payment  for  such  services, 
or  through  fines  or  other  sanctions. 

We  consider  entities  with  a  mix  of 
regulatory  and  non-regulatory  authority 
and  activities  also  to  be  appropriately 
excluded  from  being  listed.  We 
acknowledge  that  health  departments 
and  other  entities  with  regulatory 
authority  may  undertake  a  mix  of 
regulatory  and  non-regulatory  functions. 
It  may  also  be  true,  as  several  comments 
reflected,  that  state  health  departments 
have  experience,  and  a  track  record,  for 
maintaining  information  separately  and 
securely  from  the  regulatory  portions  of 
their  operations  when  necessary. 
However,  we  note  that  the  final  rule 
retains  the  proposed  approach  not  to 
regulate  uses  of  patient  safety  work 
product  within  a  PSO.  However,  the 
final  rule  retains  the  ability  of  a  state 
health  department  to  establish  a 
component  organization  that  could  seek 
listing  as  a  PSO,  subject  to  the 
additional  restrictions  discussed  in 
§  3.102(c)  below.  The  benefit  of  this 
approach  is  that  providers  will  have  the 
reassurance  that  the  penalties  under  the 
Patient  Safety  Act  and  the  final  rule  will 
apply  to  any  impermissible  disclosures 
of  patient  safety  work  product  from 
such  a  PSO  to  the  rest  of  the  state  health 
department. 

We  have  not  included  the  proposal  of 
several  commenters  to  exclude 
purchasers  of  health  care  from  becoming 
PSOs.  Commenters  did  not  suggest  a 
compelling  public  policy  case  for  the 
exclusion  of  any  particular  type  of 
purchasers.  Given  the  vagueness  and 
potential  scope  of  such  a  prohibition, 
the  potential  for  unintended 
consequences  is  simply  too  great  to 
warrant  its  inclusion.  For  example, 
health  care  institutions  in  their  role  as 
employers  can  also  be  considered 
purchasers  of  health  care. 

We  have  incorporated  two  additional 
exclusions.  First,  based  upon 
recommendation  from  commenters,  we 
exclude  from  listing  entities  that  serve 
as  the  agents  of  a  regulatory  entity,  e.g. 
by  conducting  site  visits  or 
investigations  for  the  regulatory  entity. 
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While  we  understand  that  such  agents 
generally  do  not  take  action  directly 
against  providers,  their  findings  or 
recommendations  serve  as  the  basis  for 
potential  punitive  actions  against 
providers.  As  a  result,  we  believe  that 
the  rationale  we  outlined  in  the 
proposed  rule  regarding  the  exclusion  of 
regulatory  bodies  is  also  applicable  to 
agents  of  regulatory  entities  helping  to 
carry  out  these  regulatory  functions. 

Second,  as  we  considered  comments 
seeking  clarification  on  the  eligibility  of 
entities  that  operate  certain  mandatory 
or  voluntary  patient  safety  reporting 
systems  to  seek  listing  as  PSOs,  we 
concluded  that  mandatory  systems,  to 
which  some  or  all  health  care  providers 
are  required  by  law  or  regulation  to 
report  patient  safety  information  to  a 
.designated  entity,  were  inconsistent 
with  the  voluntary  nature  of  the 
activities  which  the  Patient  Safety  Act 
sought  to  foster.  However,  this 
exclusion  does  not  apply  to  mandatory 
reporting  systems  operated  by  Federal, 
State,  local  or  Tribal  entities  if  the 
reporting  requirements  only  affect  their 
own  workforce  as  defined  in  §  3.20  and 
health  care  providers  holding  privileges 
with  the  entity.  The  exception  is 
intended  to  apply  to  Federal,  State,  local 
or  Tribal  health  care  facilities  in  which 
the  reporting  requirement  applies  only 
to  its  workforce  and  health  care 
providers  holding  privileges  with  the 
facility  or  health  care  system.  This 
exception  ensures  that,  with  respect  to 
eligibility  for  listing  as  a  PSO,  entities 
that  administer  an  internal  patient 
safety  reporting  system  within  a  public 
or  private  section  health  care  facility  or 
health  care  system  are  treated 
comparably  under  the  rule  and  would 
be  eligible  to  seek  listing  as  a  PSO. 

The  final  rule  retains  the  ability  of 
components  of  the  four  categories  of 
excluded  entities  in  §  3.102{a)(2)(ii)  to 
seek  listing  as  a  component  PSO.  After 
careful  review,  the  Department 
concluded  that  there  was  a  significant 
degree  of  congruence  in  the  concerns 
expressed  by  both  proponents  and 
opponents  of  extending  the  exclusion  to 
such  components.  The  opponents  of 
extending  the  exclusion  routinely 
suggested  that  the  Department  address 
their  core  concerns  by  adopting 
additional  protections,  rather  than  the 
blunt  tool  of  a  broader  exclusion.  We 
have  adopted  this  approach,  and  we 
have  incorporated  in  §  3.102(c) 
additional  requirements  and  limitations 
for  components  of  excluded  entities. 

In  addition,  we  have  incorporated  a 
new  requirement  in  §  3.102(a)(3)  that 
submissions  for  continued  listing  must 
be  received  by  the  Secretary  no  later 
than  75  days  before  the  expiration  of  a 


PSO’s  three-year  period  of  listing.  This 
requirement  derives  from  our  concern 
for  protecting  providers  if  a  PSO  decides 
not  to  seek  continued  listing  and  simply 
lets  its  certifications  expire  at  the  end  of 
a  three-year  period  of  listing.  To 
preclude  an  inadvertent  lapse,  the 
proposed  rule  included  a  provision  to 
send  PSOs  a  notice  of  imminent 
expiration  shortly  before  the  end  of  its 
period  of  listing  and  sought  comment  on 
posting  that  notice  publicly  so  that 
providers  reporting  patient  safety  work 
product  could  take  appropriate  action. 
Section  3.104(e)(2)  states  that  the 
Secretary  will  send  a  notice  of  imminent 
expiration  to  a  PSO  at  least  60  days 
before  its  last  day  of  listing  if 
certifications  for  continued  listing  have 
not  been  received.  Hdwever,  the  failure 
of  the  Secretary  to  send  this  notice  does 
not  relieve  the  PSO  of  its 
responsibilities  regarding  continued 
listing.  The  requirement  to  submit 
certifications  75  days  in  advance  is 
intended  to  ensure  that  such  a  notice  is 
not  sent  or  publicly  posted  until  after 
the  submissions  are  expected  by  the 
Department. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  urged  the 
Secretary  not  to  require  organizations  to 
have  specific  infi'astructure  and 
technology  in  place  before  they  could  be 
listed. 

Response:  The  Department  has  not 
proposed  any  specific  infrastructure  or 
technology  requirements.  However,  the 
statute  and  the  final  rule  require  a  PSO 
at  initial  listing  to  certify  that  it  has 
policies  and  procedures  in  place  to 
ensure  the  security  of  patient  safety 
work  product.  The  final  rule  requires 
that  those  policies  and  procedures  be 
consistent  with  the  framework 
established  by  §  3.106.  The  Department 
interprets  the  statute  to  require  a  listed 
PSO  to  be  able  to  provide  security  for 
patient  safety  work  product  during  its 
entire  period  of  listing,  which  includes 
its  first  day  of  listing. 

Comment:  Two  commenters  agreed 
that  PSOs  should  be  encouraged,  but  not 
required,  to  post  on  their  Web  sites 
narrative  statements  regarding  their 
capabilities. 

Response:  The  Department  continues 
to  encourage  PSOs  to  develop  and  post 
such  narrative  statements. 

Comment:  One  commenter  suggested 
that  the  listing  process  should  include 
an  opportunity  for  the  Secretary  to 
receive  public  comment  before  making 
a  listing  decision,  especially  in  the  case 
of  continued  listing,  when  providers 
may  want  to  share  their  experiences 
with  the  Secretary  regarding  a  specific 
PSO. 


Response:  While  we  expect  customer 
satisfaction  evaluations  of  PSOs  will 
develop  naturally  in  the  private  sector, 
the  Department  has  not  incorporated 
this  recommendation  in  the  listing 
process.  If  a  provider  or  any  individual 
believes  that  a  PSO’s  performance  is  not 
in  compliance  with  the  requirements  of 
the  rule,  this  concern  can  be 
communicated  to  AHRQ  at  any  time. 
Improper  disclosures  may  also  be 
reported  to  the  Office  for  Civil  Rights  in 
accordance  with  Subpart  D. 
Incorporation  of  a  public  consultation 
process  poses  a  number  of 
implementation  issues.  For  example,  it 
could  potentially  delay  a  time  sensitive 
Secretarial  determination  regarding 
continued  listing  (which  must  be  made 
before  expiration  of  a  PSO’s  current 
period  of  listing)  and  could  require  the 
Department  to  assess  the  validity  of 
each  specific  complaint,  e.g.,  the  extent 
to  which  dissatisfaction  with  an 
analysis  reflects  the  competence  with 
which  it  was  performed  or  a  lack  of 
precision  in  the  assigrunent  to  the  PSO. 

Comment:  One  commenter  suggested 
that  state-sanctioned  patient  safety 
organizations  should  be  deemed  to  meet 
the  requirements  for  listing. 

Response:  The  Department  does  not 
believe  that  the  Patient  Safety  Act  gives 
the  Secretary  authority  to  delegate 
listing  decisions  to  states.  Moreover,  the 
statute  establishes  the  requirements  that 
an  entity  must  meet  for  listing  as  a  PSO; 
automatically  deeming  state-sanctioned 
organizations  to  be  PSOs  would 
inappropriately  override  federal 
statutory  requirements  and  mandate  the 
Secretary  to  list  PSOs  that  may  not  be 
in  compliance  with  all  the  statutory 
requirements.  Accordingly,  the  final 
rule  does  not  include  such  a  provision. 

Comment:  Several  commenters  asked 
if  the  exclusion  on  health  insurance 
issuers  precludes  a  self-insured  entity 
from  seeking  listing. 

Response:  The  Department  has 
examined  this  issue  and  concluded  that 
the  exclusion  of  health  insurance 
issuers  does  not  apply  to  self-insured 
organizations  that  provide  health  benefit 
plans  to  their  employees.  The  statutory 
exclusion  contained  in  section 
924(b)(1)(D)  of  the  Public  Health  Service 
Act  incorporates  by  reference  the 
definition  of  health  insurance  issuer  in 
section  2971  of  the  Public  Health 
Service  Act  and  that  definition 
explicitly  excludes  health  benefit  plans 
that  a  health  care  provider  organization 
offers  to  its  employees. 

Comment:  Several  commenters 
inquired  whether  organizations  that 
provide  professional  liability  insurance 
coverage  (also  referred  to  as  medical 
liability  insurance  or  malpractice 
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liability  insurance)  for  health  care 
providers  are  covered  by  the  health 
insurance  issuer  exclusion.  The 
commenters  uniformly  argued  that  the 
exclusion  should  not  apply.  Several 
commenters  noted  their  intent  to  have 
their  “captive”  liability  insurer  seek 
listing  as  a  PSO.  Another  commenter 
sought  assurances  that  if  a  captive 
liability  insurer  sought  listing  as  a  PSO, 
the  PSO  would  not  be  considered  a 
component  of  the  provider 
organizations  that  owned  the  liability 
insurer. 

Response:  The  Department  notes  that 
there  is  some  ambiguity  in  the  statutory 
language  but  concludes  that  the  health 
insurance  issuer  exclusion  does  not 
apply  to  such  organizations. 

While  the  health  insurance  issuer 
exclusion  does  not  apply,  the 
Department  notes  that  the  statute  and 
the  final  rule  require  that  an  entity 
seeking  listing  must  attest  that  its 
mission  and  primary  activity  is  the 
improvement  of  patient  safety.  That  test 
is  readily  met  when  an  organization, 
such  as  a  captive  liability  insurer, 
creates  a  component  organization  since 
the  creation  of  a  distinct  new  entity  can 
be  established  in  a  manner  that  clearly 
addresses  and  meets  the  “primary 
activity”  criterion.  The  Department  has 
the  authority  to  review  all  applications, 
including  those  from  organizations  with 
multiple  activities,  and  to  look  behind 
the  attestations  to  determine  whether 
the  applicant  meets  the  “primary 
activity”  criterion. 

We  note  that  a  captive  entity  meets 
the  definition  of  a  component 
organization  in  this  rule.  Therefore,  if 
the  captive  organization  is  eligible  for 
listing  because  it  meets  the  “primary 
activity”  criterion,  it  must  seek  listing  as 
a  component  organization  and  clearly 
w'ould  be  subject  to  the  requirements  on 
component  PSOs.  If  the  captive 
organization  does  not  meet  the  primary 
activity  criterion  for  listing,  it  is  free  to 
create  a  component  organization  to  seek 
listing.  Once  again,  however,  the 
additional  requirements  for  a 
component  PSO  apply. 

Comment:  Several  commenters  asked 
whether  the  health  insurance  issuer 
exclusion  prevents  a  health  system  that 
has  subsidiaries  that  include  providers 
and  a  health  insurance  issuer,  from 
establishing  a  component  organization 
to  seek  listing  as  a  PSO. 

Response:  As  described  by  several 
commenters,  the  PSO  and  the  health 
insurance  issuer  would  be  affiliates  in  a 
“brother-sister”  relationship  within  the 
parent  organization.  As  long  as  the 
health  insurance  issuer  does  not  have 
the  authority  to  control  or  manage  the 
PSO,  the  health  system  is  not  precluded 


from  having  both  a  health  insurance 
issuer  subsidiary  and  a  component  PSO. 

Comment:  Several  commenters  raised 
questions  from  different  perspectives 
regarding  situations  in  which  providers 
might  be  required  to  report  data  to  a 
PSO.  Some  commenters  suggested  that 
the  final  rule  should  prohibit  a  facility 
or  health  care  delivery  system  from 
requiring  individual  clinicians  (who  are 
employed,  under  contract,  or  have 
privileges  at  the  facility  or  within  the 
system)  to  report  data  to  a  specific  PSO. 
Others  raised  questions  regarding  the 
eligibility  for  listing  of  existing  Federal, 
state,  local  or  Tribal  patient  safety 
reporting  systems  that  are  administered 
by  an  entity  without  regulatory 
authority. 

Response:  While  the  Patient  Safety 
Act  does  not  require  any  provider  to 
report  data  to  a  PSO,  the  statute  is  silent 
on  whether  others  (such  as  institutional 
providers  or  other  public  entities)  can 
impose  such  requirements  on  providers. 
The  Department  makes  a  distinction 
based  upon  the  source  of  reporting 
requirements  and  the  extent  to  which 
the  requirement  can  be  viewed  as 
consistent  with  the  statutory  goal  of 
fostering  a  “culture  of  safety.”  Thus,  the 
Department  has  declined  to  include  in 
the  final  rule  any  restriction  on  the 
ability  of  a  multi-facility  health  care 
system  to  require  its  facilities  to  report 
to  a  designated  PSO  or  of  a  provider 
practice,  facility,  or  health  care  system 
to  require  reporting  data  to  a  designated 
PSO  by  those  providing  health  care 
services  under  Its  aegis,  whether  as 
employees,  contractors,  or  providers 
who  have  been  granted  privileges  to 
practice.  A  patient  safety  event 
reporting  requirement  as  a  condition  of 
employment  or  practice  can  be 
consistent  with  the  statutory  goal  of 
encouraging  institutional  or 
organizational  providers  to  develop  a 
protected  confidential  sphere  for 
examination  of  patient  safety  issues. 
While  an  employer  may  require  its 
providers  to  make  reports  through  its 
patient  safety  evaluation  system,  section 
922(e)(1)(B)  prohibits  an  employer  from 
taking  an  adverse  employment  action 
against  an  individual  based  upon  the 
individual’s  reporting  information  in 
good  faith  directly  to  a  PSO. 

By  contrast,  the  Department  views 
mandatory  reporting  requirements  that 
are  applicable  to  providers  that  are  not 
workforce  members  and  that  are  based 
in  law  or  regulation,  regardless  of 
whether  the  specific  data  collected  by 
these  systems  is  anonymous  or 
identifiable,  as  incompatible  with  the 
intent  of  the  Patient  Safety  Act  to  foster 
voluntary  patient  safety  reporting 
activities.  In  these  situations,  provider 


failure  to  make  legally  required  reports 
can  potentially  result  in  a  loss  of 
individual  or  institutional  licensure  and 
the  ability  to  practice  or  deliver  health 
care  services.  Accordingly,  we  have 
added  to  the  list  of  entities  excluded 
from  listing  in  §  3.102(b)(2)(ii)  entities 
that  administer  such  mandatory  patient 
safety  reporting  systems. 

A  vo/untaiy  Federal,  state,  local,  or 
Tribal  patient  safety  reporting  system 
can  seek  listing  as  a  PSO.  This  means 
that  the  entity  administering  the 
reporting  system  does  not  have  statutory 
or  regulatory  authority  to  require 
providers  to  submit  data  to  the 
administering  organization,  and  that 
organization  is  not  required  by  statute  or 
regulation  to  make  the  collected 
identifiable  data  available  in  ways  that 
would  be  incompatible  with  the 
limitations  on  disclosure  discussed  in 
Subpart  C. 

Comment:  Two  commenters 
addressed  the  issue  of  whether  Quality 
Improvement  Organizations  (Qic3s), 
which  are  organizations  that  have 
contracts  with  Medicare  and  often  with 
other  payers  or  purchasers  to  review 
compliance  with  regulatory  or 
contractual  requirements  and  make 
reports  that  may  adversely  impact 
providers  financially,  can  seek  listing  as 
PSOs. 

Response:  QIOs  are  precluded  fi"om 
seeking  listing  as  PSOs.  The  final  rule 
precludes  agents  of  a  regulatory  entity 
from  seeking  listing  and  QIOs  serve  as 
agents  of  Medicare.  Some  QIOs  also 
serve  in  similar  capacities  as  agents  of 
state  regulatory  bodies.  As  noted  above, 
an  agent  of  a  regulator  may  create  a 
component  organization  that  would  be 
eligible  to  seek  listing  as  a  PSO, 
provided  such  a  component 
organization  meets  the  additional 
rec^irements  of  §  3.102(c)(l)(ii). 

Comment:  Several  commenters  asked 
if  the  proposed  exclusions  of  entities 
applied  to  State  Boards  of  Health, 
programs  offering  providers 
certifications,  and  physician  specialty 
boards. 

Response:  With  respect  to  State 
Boards  of  Health,  there  are  two  issues 
regarding  their  potential  ineligibility  for 
becoming  PSOs.  The  first,  raised  by  the 
commenter,  is  whether  these  boards  can 
be  considered  regulatory  entities  and  in 
most  cases  they  would  be.  While  State 
Boards  of  Health  provide  leadership  and 
policy  coordination  for  state  health 
policies,  they  generally  have  the  power 
to  oversee,  enforce  or  administer 
regulations  governing  the  delivery  of 
health  care  services  and  would, 
therefore,  be  ineligible  to  be  listed  as  a 
PSO.  The  second  issue  is  whether  such 
a  board  with  its  multiple 
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responsibilities  could  attest  that  the 
conduct  of  activities  to  improve  patient  * 
safety  and  health  care  quality  is  its 
primary  activity. 

With  respect  to  entities  that  offer 
certifications,  physician  specialty 
boards,  or  similar  activities,  we  would 
use  a  fact-based  approach  that  assesses 
the  activities  in  light  of  the  exclusions 
in  the  rule  at  §  3.102(a)(2)(ii). 

Comment:  One  commenter  questioned 
whether  the  proposed  requirement  that 
a  PSO  notify  the  Secretary  if  it  can  no 
longer  meet  the  requirements  for  listing 
essentially  meant  that  the  PSO  was 
admitting  a  deficiency. 

Response:  We  expect  this  requirement 
to  operate  prospectively  so  that  the 
Secretary  can  evaluate  whether  the 
changed  circumstances  may  still  be 
cured.  While  it  is  possible  that  this 
requirement  in  some  situations  would 
be  the  equivalent  of  a  PSO  admitting  a 
current,  rather  than  prospective 
deficiency,  we  note  two  aspects  of  the 
process  outlined  here.  First,  the 
correction  of  deficiencies  is  not  a 
punitive  process.  Second,  the  obligation 
to  inform  the  Secretary  of  changes  is  a 
companion  element  to  the  Department’s 
approach  in  listing  entities  based  upon 
attestations. 

(B)  Section  3.102(b) — Fifteen  General 
PSO  Certification  Requirements 

Proposed  Rule:  Section  3.102(b)  of  the 
proposed  rule  incorporated  the  15 
requirements  specified  in  the  Patient 
Safety  Act  that  every  entity  must  meet 
for  listing  as  a  PSO.  These  15 
requirements  are  comprised  of  eight 
patient  safety  activities  and  seven  other 
criteria.  At  initial  listing,  an  entity 
would  certify  that  it  has  policies  and 
procedures  in  place  to  perform  the  eight 
specified  patient  safety  activities  and, 
upon  listing,  would  comply  with  the 
seven  other  criteria  during  its  period  of 
listing.  At  continued  listing,  the  PSO 
would  certify  that  it  has  performed 
during  its  period  of  listing,  and  would 
continue  to  perform,  all  eight  patient 
safety  activities  and  that,  it  has 
complied  with,  and  would  continue  to 
comply  with,  the  seven  other  statutory 
criteria  during  its  next  period  of  listing. 

We  proposed  to  define  the 
confidentiality  and  security 
requirements  that  are  part  of  the  patient 
safety  activities  that  PSOs  must  carry 
out  as  requiring  compliance  with  the 
confidentiality  provisions  of  Subpart  C 
and  the  security  measures  required  by 
§  3.106.  We  did  not  propose  that,  but 
sought  comment  on  whether  the  final 
rule  should  include  a  requirement  that 
a  PSO  inform  any  provider  from  which 
it  received  patient  safety  work  product 
if  there  are  impermissible  disclosures  of, 


or  security  breaches  occur,  with  respect 
to  the  provider’s  patient  safety  work 
product. 

A  PSO  would  meet  the  minimum 
contract  requirement  under  the 
proposed  rule  with  two  contracts,  each 
with  a  different  provider,  at  some  point 
during  a  PSO’s  sequential  24-month 
periods  of  listing.  The  proposed  rule 
sought  comment  on  how  to  interpret  the 
requirement  that  the  required  contracts 
must  be  “for  a  reasonable  period  of 
time,”  asking  whether  the  final  rule 
should  use  a  standard  that  was  time- 
based,  task-based,  or  include  both 
options. 

The  proposed  rule  noted  that  PSOs 
are  required  by  the  statute,  to  the  extent 
practical  and  appropriate,  to  collect 
patient  safety  work  product  from 
providers  in  a  standardized  manner  that 
permits  valid  comparisons  of  similar 
cases  among  similar  providers.  We  , 
stated  that  we  were  considering 
including  in  the  final  rule,  and  sought 
comment  on,  a  clarification  that 
compliance  would  mean  that  a  PSO,  to 
the  extent  practical  and  appropriate, 
will  collect  patient  safety  work  product 
consistent  with  guidance  that  the 
Secretary  is  developing  regarding 
reporting  formats  and  common 
definitions  when  the  guidance  becomes 
available.  We  also  sought  comment  on 
the  process  for  the  development  of 
common  formats  and  definitions. 

Overview  of  Public  Comment:  Most  of 
the  comments  we  received  on  this 
subsection  focused  on  the  contract 
requirement  and  the  specific  questions 
posed  by  the  proposed  rule.  Nearly  all 
of  the  commenters  who  addressed  the 
issue  supported  the  inclusion  in  the 
final  rule  of  a  requirement  that  PSOs 
must  notify  a  provider  if  the  work 
product  submitted  by  the  provider  was 
inappropriately  disclosed  or  its  security 
was  breached.  Those  favoring  the 
inclusion  of  the  requirement  cited 
concern  about  the  sensitivity  of  patient 
safety  work  product  and  the  importance 
of  ensuring  that  providers  know  if  the 
PSO  to  which  they  reported  data  was 
living  up  to  its  obligations  to  protect  the 
security  and  confidentiality  of  their 
data.  They  noted  that  the  HIPAA 
Privacy  and  Security  Rules  will  not 
always  be  applicable:  That  some 
providers  will  not  be  considered 
covered  entities  and  identifiable  patient 
safety  work  product  may  not  always 
contain  protected  health  information. 

Those  opposed  to  the  requirement 
argued  that  most  patient  safety  work 
product  will  contain  protected  health 
information  and  providers  reporting  to  a 
PSO  are  likely  to  be  covered  entities. 
Thus,  the  HIPAA  Privacy  Rule  will 
cover  most  situations  and,  if  providers 


had  additional  concerns,  they  could 
address  them  contractually.  It  was  also 
suggested  that  the  preamble  to  the  final 
rule  should  carefully  describe  a  PSO’s 
obligations  when  the  HIPAA  Privacy 
and  Security  Rules  apply  and  the 
requirements  to  report  impermissible 
disclosures  even  when  protected  health 
information  is  not  involved. 

With  respect  to  the  statutory 
requirement  for  contracts  with  more 
than  one  provider,  several  commenters 
proposed  that  one  contract  with 
multiple  providers  should  be  deemed  to 
meet  the  statutory  requirement.  These 
commenters  often  argued  that  it  was 
inefficient  to  require  a  PSO  to  enter 
multiple  contracts  when  the  statutory 
intent  of  collecting  data  from  multiple 
providers  could  be  met  through  a  single 
contract.  Several  commenters  alleged 
that  the  proposed  rule  did  not  interpret 
the  requirement  that  contracts  be 
entered  with  “different  providers”  and 
sought  clarification  in  the  final  rule. 

The  vast  majority  of  commenters 
opposed  including  any  standard  in  the 
final  rule  for  determining  when  one  of 
the  required  contracts  was  “for  a 
reasonable  period  of  time.”  Many 
argued  that  this  decision  should  be  left 
to  the  marketplace,  permitting  providers 
and  PSOs  to  enter  customized 
arrangements.  A  few  commenters 
supported  incorporation  of  a  time-based 
standard,  ranging  from  3-12  months. 
One  commenter  recommended 
incorporating  both  time-based  and  task- 
based  standards. 

In  response  to  our  specific  request  for 
comment  on  whether  the  final  rule 
should  reference  the  Secretary’s 
guidance  on  common  formats  and 
definitions,  the  vast  preponderance  of 
comments  were  supportive,  with  many 
detailing  reasons  why  use  of  common 
formats  was  important.  Several 
organizations  offered  caveats  to  their 
support,  such  as  concern  that  the 
development  of  Secretarial  guidance 
might  slow  the  process  and  may  further 
interfere  with  innovation.  Many 
organizations  offered  suggestions  to  the 
Department  such  as:  Allowing  private 
sector  feedback:  harmonizing  with  other 
data  reporting  requirements:  allowing 
collection  of  data  in  addition  to  the 
common  formats,  particularly  for  use  at 
the  local  level:  and  allowing  time  to 
phase  in  use  of  common  formats. 

Virtually  all  comments  were 
supportive  of  the  process  by  which  the 
Department  was  developing  guidance 
on  common  formats.  Many  commenters 
suggested  steps  that  they  wished  the 
Department  to  take  such  as:  Greater  or 
earlier  involvement  of  the  private  sector: 
transparency  in  the  process:  acceptance 
of  comments  from  outside  government: 
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and  use  of  evidence  from  existing 
reporting  systems.  The  process  we 
outlined  for  private  sector  consultation 
was  viewed  positively.  We  received 
several  comments  and 
recommendations  related  to  this  process 
that  were  outside  the  scope  of  the  rule 
and,  therefore,  are  not  addressed  below. 

Final  Rule:  For  convenience  and 
clarity,  we  have  modified  the  text  in  the 
final  rule  to  separate  initial  and 
continued  listing  within  §  3.102(b)(1), 
which  states  the  required  certifications 
for  the  eight  patient  safety  activities  and 
within  §  3.102(b)(2),  which  states  the 
required  certifications  for  the  seven  PSO 
criteria.  This  modification  does  not 
reflect  a  substantive  change. 

We  have  incorporated  in 
§  3.102(b)(1)(B)  of  the  final  rule  one 
additional  requirement,  posed  as  a 
question  in  the  proposed  rule  and 
strongly  supported  by  commenters,  that 
a  PSO  must  inform  the  provider  from 
which  it  received  patient  safety  work 
product  if  the  work  product  submitted 
by  that  provider  is  inappropriately 
disclosed  or  its  security  is  breached. 

The  Department  recognizes  that  in 
certain  cases  a  PSO  may  not  know  the 
identity  of  the  provider  that  submitted 
patient  safety  work  product,  e.g., 
anonymous  submissions,  or  it  might  not 
be  possible  to  contact  the  provider,  e.g., 
if  the  provider  has  gone  out  of  business 
or  retired.  In  these  cases,  the 
Department  would  expect  the  PSO  to  be 
able  to  demonstrate,  if  selected  for  a 
“spot  check,”  that  it  made  a  good  faith 
effort  to  reach  every  provider  that 
submitted  the  work  product  subject  to 
an  inappropriate  disclosure  or  a  security 
breach.  We  also  note  that  this 
requirement  only  requires  the  PSO  to 
contact  thfe  provider  that  submitted  the 
information:  the  PSO  is  not  expected  to 
contact  providers  or  others  whose 
names  are  included  in  the  patient  safety 
work  product.  As  a  business  associate  of 
a  provider  covered  by  the  HIPAA 
Privacy  Rule,  the  PSO  must  abide  by  its 
business  associate  contract  with  that 
provider,  obligating  it  to  notify  the 
provider  if  it  becomes  aware  of  an 
impermissible  disclosure  of  protected 
health  information.  See  45  CFR 
164.504(e)(2)(ii)(C).  Once  the  PSO  has 
informed  the  provider  of  the 
impermissible  disclosure,  the  HIPAA 
Privacy  Rule  requires  the  provider  to 
mitigate  the  harmful  effects  of  an 
impermissible  disclosure.  See  45  CFR 
164.530(f). 

We  have  also  incorporated  in 
§  3.102(b)(2)(i)(C)  a  minor  modification 
in  the  text  of  the  criterion  relating  to  the 
required  two  contracts.  The  text  in  the 
proposed  rule  stated  that  a  PSO  “must 
have  entered  into  two  bona  fide 


contracts”  with  different  providers:  we 
have  deleted  the  words  “entered  into.” 
Our  intent  in  the  proposed  rule  text  was 
to  encourage  PSOs  to  enter  long-term 
contracts  with  providers  by  enabling  a 
multi-year  contract  to  be  counted 
toward  the  two  contract  minimum  in 
each  of  the  24-month  periods  during 
which  the  contract  was  in  effect.  By 
deleting  the  words  “entered  into,”  the 
text  of  the  final  rule  more  clearly 
reflects  our  original  intent. 

We  also  provide  clarification  here, 
which  we  did  not  consider  necessary  to 
include  in  the  rule  text,  regarding  the 
obligations  of  a  PSO.  The  certifications 
for  initial  listing  regarding  patient  safety 
activities  track  the  statute  and  require  a 
PSO  to  have  policies  and  procedures  in 
place  to  perform  patient  safety 
activities.  At  continued  listing,  PSOs 
will  be  expected  to  have  performed  all 
eight  patient  safety  activities.  Some  of 
the  required  patient  safety  activities 
must  be  performed  at  all  times,  such  as 
utilizing  qualified  staff,  having  effective 
policies  and  systems  to  protect  the 
security  and  confidentiality  of  patient 
safety  work  product  when  the  PSO 
receives  work  product,  undertaking 
efforts  to  improve  the  quality  and  safety 
of  patient  care,  and  developing  and 
disseminating  information  to  improve 
patient  safety.  Other  required  patient 
safety  activities  can  only  be  performed 
when  the  PSO  is  working  with  a 
provider  (such  as  providing  feedback  to 
participants  in  a  patient  safety 
evaluation  system)  and  receiving  patient 
safety  work  product  from  providers 
(such  as  utilization  of  patient  safety 
work  product  to  develop  a  culture  of 
safety). 

The  Department  recognizes  that,  for 
any  given  contractual  arrangement, 
providers,  not  PSOs,  will  determine  the 
tasks  PSOs  undertake  and  for  which 
they  will  be  compensated.  Therefore, 
our  approach  to  assessing  compliance 
will  be  as  follows.  If  subject  to  a  spot 
check  for  compliance,  a  PSO  must  be 
able  to  demonstrate  that  it  has 
performed  all  eight  patient  safety  work 
products  at  some  point  during  its  three- 
year  period  of  listing.  However,  we  will 
expect  a  PSO  to  demonstrate  that  it 
performs  throughout  its  period  of  listing 
the  patient  safety  activities  that  are  not 
dependent  upon  a  relationship  with  a 
provider  or  receipt  of  patient  safety 
work  product.  We  will  expect 
compliance  with  the  other  patient  safety 
activities  consistent  with  the  contracts 
or  agreements  that  the  PSO  has  with 
providers.  A  component  PSO  that  is 
established  by  a  health  care  provider, 
and  for  which  the  parent-provider 
organization  is  a  primary  client,  would 
not  be  dependent  on  external  contracts 


and  would  be  expected  to  be  in 
compliance  with  all  eight  patient  safety 
activities  during  its  entire  period  of 
listing. 

In  response  to  commenters  who 
sought  clarification  on  what  is  meant  by 
compliance  with  the  two-contract 
requirement,  we  reaffirm  that  the 
statutory  requirement  is  clear.  There 
must  be  two  written  contracts:  a  single 
contract  with  multiple  providers  can 
only  be  counted  as  one  contract.  We 
interpret  the  requirement  that  the 
contracts  must  be  with  “different” 
providers  straight-forwardly.  The  only 
requirement  is  that  the  bona  fide 
contracts  must  be  with  individuals  or 
institutions  that  are  providers  as  defined 
in  the  rule.  We  have  imposed  no  other 
requirements:  the  contracts  can  be  with 
an  institutional  provider  and  an 
individual  clinician,  or  with  two 
entities  within  the  same  or  different 
system(s). 

After  careful  consideration  of  the 
comments  we  received,  the  Department 
has  concluded  that  we  will  not 
incorporate  an  interpretation  of  the  term 
“each  for  a  reasonable  period  of  time” 
regarding  the  required  contracts.  As  we 
noted  in  the  proposed  rule,  our  intent  iii 
proposing  to  interpret  the  language  was 
to  give  providers  increased  certainty 
that  the  listing  of  the  PSO  to  which  they 
are  reporting  data  could  not  be 
challenged  on  the  basis  that  its  required 
contracts  were  not  for  a  reasonable 
period  of  time.  However,  the  provider 
community  opposed  interpreting  the 
provision,  fearing  that  it  would  limit 
their  ability  to  customize  contracts  to 
meet  their  analytic  needs  and  urged  the 
Department  to  rely  upon  the 
marketplace  to  interpret  this 
requirement.  With  no  empirical  basis  for 
choosing  one  standard  or  one  time 
frame  over  another,  and  given  the 
inability  to  anticipate  what  types  of 
contractual  relationships  will  evolve 
under  the  final  rule,  the  Department 
concluded  that  incorporating  a  standard 
at  this  time  could  have  unintended 
negative  consequences  and  has  chosen 
not  to  do  .so.  As  a  result,  a  PSO  will  be 
required  to  have  two  contracts  in  effect 
at  some  point  during  each  24-month 
reporting  period  established  by  the 
statute  but  the  contracts  are  not  required 
to  cover  a  specific  or  minimum  time 
period  and  they  are  not  required  to  be 
in  effect  at  the  same  time. 

While  we  received  overwhelmingly 
favorable  support  for  requiring 
compliance  with  the  Secretary’s 
guidance  on  common  definitions  and 
reporting  formats  (common  formats)  for 
the  collection  of  patient  safety  work 
product,  we  recognize  that  the 
Department’s  efforts  to  develop 
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guidance  will  take  time.  We  issued 
common  formats  in  August  2008 
addressing  all  patient  safety  events  in 
acute-care  hospitals:  AHRQ  has  made 
the  common  formats  available  on  its 
Web  site  to  facilitate  their  use  by 
providers  with  varying  levels  of 
sophistication  as  well  as  by  PSOs.  The 
guidance  will  be  expanded  over  time  to 
other  settings  of  care.  Because  we 
anticipate  that  some  PSOs  may  choose 
to  concentrate  their  work  in  areas  for 
which  guidance  from  the  Secretary  is 
not  yet  available,  we  have  modified  the 
text  of  the  rule  by  incorporating  a  new 
paragraph  (iii)  that  interprets 
compliance  in  the  following  way. 

At  initial  listing,  the  requirement  will 
be  interpreted  as  a  commitment  by  the 
entity  seeking  listing  to  adopt  the 
Secretary’s  recommended  formats  and 
definitions  by  the  time  it  seeks 
continued  listing  “to  the  extent  practical 
and  appropriate.”  During  the  initial 
three-year  period  of  listing,  AHRQ  will 
not  issue  a  preliminary  finding  of 
deficiency  to  any  PSO  that  has  not 
adopted  the  Secretary’s  recommended 
formats  and  definitions. 

At  continued  listing,  a  PSO  will  be 
required  to:  (1)  Certify  that  the  PSO  is 
using  the  Secretary’s  guidance  for 
common  formats  and  definitions:  (2) 
certify  that  the  PSO  is  using  an 
alternative  system  of  formats  and 
definitions  that  permits  valid 
comparisons  of  similar  cases  among 
similar  providers:  or  (3)  provide  a  clear 
explanation  for  why  it  is  not  practical  or 
appropriate  for  the  PSO  to  comply  with 
options  (1)  or  (2)  at  this  time.  The 
Secretary  will  consider  a  PSO  to  be  in 
compliance  if  it  is  using  the  Secretary’s 
guidance,  satisfactorily  demonstrates 
that  the  alternative  system  it  is  using 
permits  valid  comparisons  of  similar 
cases  among  similar  providers,  or 
satisfactorily  demonstrates  why  neither 
option  is  practical  or  appropriate  at  this 
time.  An  example  of  a  satisfactory 
justification  might  be  that  the  PSO 
specializes  in  analyses  in  a  specific 
niche  of  health  care  delivery  in  which 
there  remain's  significant  controversy 
over  relevant  reporting  formats  and 
definitions  and/or  the  Secretary  has  not 
recommended  any  relevant  common 
formats  or  definitions.  The  Secretary,  if 
he  determines  that  the  PSO  is  otherwise 
eligible  for  continued  listing,  but  has 
not  satisfactorily  demonstrated  that  it 
meets  one  of  the  three  requirements  in 
§  3.102(b)(2)(iii),  may  exercise  his 
discretion  to  continue  the  listing  of  the 
PSO  and  use  the  process  for  correction 
of  deficiencies  in  §  3.108(a)  to  bring  the 
PSO  into  compliance  after  its  listing  has 
been  continued. 


We  believe  this  approach  effectively 
balances  the  statutory  goal  of  promoting 
the  ability  to  aggregate,  and  learn  from, 
patient  safety  work  product,  while 
recognizing  the  statutory  caveat  that  this 
requirement  applies  “to  the  extent 
practical  and  appropriate.”  Our 
approach  ensures  that  PSOs  will  take 
the  requirement  seriously  and  that  a 
PSO’s  statement  that  it  is  not  “practical 
or  appropriate”  to  comply  at  this  time 
is  well-founded. 

Response  to  Other  Public  Comments. 

Comment:  Several  commenters 
suggested  that  the  final  rule  include  a 
requirement  that  entities  provide 
assurances  that  they  are  financially 
viable. 

Response:  The  Department  has  not 
adopted  this  proposal.  We  do  not 
believe  that  assuring  the  financial 
viability  of  PSOs  is  either  an  authorized 
or  an  appropriate  Federal  task  in 
carrying  out  the  Patient  Safety  Act.  The 
statutory  framework  leaves  this  inquiry 
and  determination  to  prospective  clients 
in  the  market  for  PSO  services.  PSOs 
will  learn  to  address  this  concern 
routinely  if  required  by  providers  to  do 
so. 

Comment:  One  commenter  suggested 
that  the  final  rule  include  a  provision  to 
require  PSOs  to  have  policies  and 
procedures  in  place  to  safeguard  the 
privacy  and  confidentiality  of  a  staff 
member  of  a  PSO,  who  is  identified  in 
patient  safety  work  product. 

Response:  The  Department  agrees  that 
PSOs  should  consider  and  address 
issues  of  confidentiality,  including 
those  of  its  workforce  members. 
However,  we  do  not  believe  it  is 
appropriate  or  necessary  to  mandate 
how  a  PSO  addresses  this  issue. 

Comment:  Several  commenters  raised 
concerns  regarding  the  statutory 
requirement  that  “the  mission  and 
primary  activity  of  a  PSO  must  be  to 
conduct  activities  that  are  to  improve 
patient  safety  and  the  quality  of  health 
care  delivery”  might  make  it  difficult  for 
existing  organizations  with  multiple 
activities  to  qualify  for  listing.  One 
commenter  suggested  that  the 
requirement  be  altered  so  that  the 
mission  and  primary  activity  “includes” 
quality  improvement  and  patient  safety. 
Questions  were  also  raised  whether 
organizations  that  currently  undertake 
other  activities  such  as  provider 
education  or  other  collections  and 
analyses  of  clinical  data  to  improve  the 
quality,  safety,  and  efficiency  of  health 
care  would  meet  the  requirement. 

Response:  It  is  important  to  recognize 
that  the  language  at  issue  was 
incorporated  into  the  proposed  rule 
directly  from  the  statute.  Accordingly,  it 


has  been  retained.  We  note  that  this 
statutory  language  imposes  a  dual 
requirement:  improvement  of  patient 
safety  and  the  rjuality  of  health  care 
delivery  must  be  reflected  in  the  entity’s 
mission  and  this  improvement  activity 
must  constitute  the  entity’s  primary 
activity.  Since  many  organizations 
could  reasonably,  claim  that 
improvement  of  the  quality  of  health 
care  and  patient  safety  are  fundamental 
to  their  missions  and  even  have  these 
words  in  their  mission  statements,  the 
critical  and  distinguishing  requirement 
in  this  statutorily-based  criterion  is  that 
such  improvement  activities  must  be  the 
entity’s  primary  activity. 

While  we  understand  the  rationale  of 
the  commenter — many  of  the 
organizations  interested  in  becoming 
PSOs  will  have  difficulty  attesting  that 
this  is  their  primary  activity — the 
Department  does  not  have  the  authority 
to  alter  this  statutory  requirement  by 
making  improvement  of  health  care 
delivery  and  patient  safety  one  of  any 
number  of  significant  activities  that  an 
organization  performs.  The  statute 
effectively  recognizes  this  dilemma  and 
provides  an  option  in  this  situation.  An 
entity  can  create  a  component 
organization,  discussed  in  the  next 
subsection,  to  seek  listing.  Such  a  new 
component  created  for  this  exclusive 
purpose  or  with  this  purpose  as  its 
primary  activity  would  inherently  meet 
this  requirement. 

It  is  likely  that  some  providers  will 
find  it  more  reassuring  to  work  with  a 
PSO  that  is  focused  solely  on  the 
statutorily  mandated  objectives.  If  an 
organization  with  other  activities  and 
personnel  is  listed  in  its  entirety  as  a 
PSO,  it  can  share  a  provider’s 
identifiable  patient  safety  work  product 
throughout  the  legal  entity,  including 
with  individuals  who  are  not  involved 
in  the  work  of  the  PSO,  without 
violating  the  disclosure  restrictions  of 
the  statute  and  without  triggering 
Federal  enforcement  action  pursuant  to 
subparts  C  and  D  of  the  rule.  We  expect 
many  providers  will  prefer  that  their 
protected  information  be  closely  held. 
Thus,  existing  organizations  have  other 
reasons,  in  addition  to  the  mission  and. 
primary  activity  criterion,  to  consider 
the  option  of  establishing  a  PSO  as  a 
component  organization. 

In  response  to  an  example  posed  in 
two  separate  comments,  if  an  entity’s 
primary  activity  is  the  collection  and 
analysis  of  clinical  data  to  improve  the 
quality,  safety,  and  efficiency,  the 
Department  would  consider  these 
activities  consistent  with  the  statutory 
requirement.  Other  situations  may 
warrant  discussion  with  AHRQ  staff 
during  the  planning  stage  of  a  PSO  or 
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at  least  before  submitting  certifications 
for  listing.  Another  example  posed  by  a 
commenter — an  entity  that  provides 
general  health  education  to  providers — 
would  appear  to  require  further 
discussion.  As  presented,  general  health 
education  would  appear  to  have  a  link 
to,  but  an  inadequate  emphasis  on,  the 
analytic  focus  of  a  PSO’s  mandatory 
patient  safety  and  quality  improvement 
activities.  The  health  education  entity 
can  certainly  avail  itself  of  the  option  to 
establish  a  component  organization  to 
seek  listing. 

Comment:  One  commenter  asked 
what  is  meant  by  the  concept  of  carrying 
out  patient  safety  activities.  Does  this 
mean  that  patient  safety  activities  must 
be  performed  and,  if  so,  when? 

Response:  We  note  that  this  obligation 
rests  with  a  PSO,  not  providers.  The 
requirement  means  that  a  PSO  must 
perform  all  eight  patient  safety  activities 
during  its  period  of  listing.  We  clarify 
how  the  Department  will  assess  PSO 
compliance  with  this  requirement  in  the 
discussion  of  the  final  rule  above. 

Comment:  One  commenter  asked  if  a 
PSO  could  meet  the  minimifm  contract 
requirement  by  entering  a  contract  with 
a  50-hospital  system  and  one 
independent  practitioner  (either  with  a 
physician  or  nurse  practitioner). 

Response:  To  meet  the  requirement,  a 
PSO  must  have  at  least  two  contracts 
with  different  providers.  In  this  case,  a 
contract  with  a  solo  health  care 
practitioner  (such  as  a  physician  or  a 
nurse  practitioner)  would  meet  the 
requirement  for  the  second  contract. 

Comment:  One  commenter  asked  if  a 
contract  between  the  parent  of  a  health 
system  and  a  PSO  is  tantamount  to 
entering  a  contract  with  each  provider 
that  comprises  the  health  system. 

Response:  Such  an  arrangement  does 
not  meet  the  requirement;  the 
requirement  focuses  on  the  number  of 
contracts,  not  the  number  of  providers 
that  are  involved  with  any  contract.  The 
rule,  based  on  the  terms  of  section 
924(b)(1)(C)  of  the  Public  Health  Service 
Act,  requires  two  contracts. 

Comment:  Can  providers  within  the 
same  system  count  as  different 
providers  for  meeting  the  minimum 
contract  requirement? 

Response:  The  answer  to  this  question 
is  yes  if  the  PSO  has  separate  contracts 
with  at  least  two  different  providers. 
Whether  the  providers  have  a  common 
organizational  affiliation  is  not  relevant. 
The  only  requirements  are  that  the 
individuals  or  facilities  must  be 
providers  as  defined  in  §  3.20  of  the  rule 
and  that  there  are  at  least  two  contracts 
with  different  providers.  Once  again,  the 
focus  of  the  requirement  is  the  number 
of  contracts. 


Comment:  A  commenter  asked  if  the 
establishment  of  a  “relationship”  with  a 
provider  is  sufficient  to  meet  the 
minimum  contract  requirement. 

Response:  No.  The  rule  requires  two 
bona  fide  contracts,  as  defined  in 
section  3.20,  meeting  the  requirements 
of  the  rule. 

Comment:  One  commenter  expressed 
concern  about  the  ability  of  his  agency 
to  meet  the  minimum  contract 
requirement.  His  agency  administers  a 
public  patient  safety  reporting  system  to 
which  hospitals  are  required  to  report 
by  state  law.  His  concern  was  that  the 
hospitals  might  see  no  need  to  enter 
contracts  with  his  agency  if  it  were 
listed  as  a  PSO. 

Response:  The  modifications  to  the 
final  rule  in  §  3.102(a)(2)(ii)  preclude  an 
entity  that  manages  or  operates  a 
mandatory  patient  safety  reporting 
system  from  seeking  listing  as  a  PSO. 

Comment:  One  commenter  urged  that 
the  final  rule  not  marginalize  State 
mandatory  reporting  systems  through 
the  separation  of  provider  reporting  to 
PSOs.  The  commenter  recommended 
that  the  final  rale  permit  States  to 
become  listed  as  PSOs  or  enter  into 
collaborative  arrangements  with  PSOs  to 
share  data  and  staff. 

Response:  While  we  believe  that  an 
entity  that  operates  a  Federal,  state, 
local,  or  Tribal  mandatory  patient  safety 
reporting  system  should  not  be  listed  as 
a  PSO,  the  rule  does  permit  a 
component  of  such  an  entity  to  seek 
listing.  A  PSO  that  is  a  component  of  an 
excluded  entity  is  prohibited  from 
sharing  staff  with  the  excluded  entity 
and  has  limitations  on  its  ability  to 
contract  with  such  a  parent  organization 
(see  §  3.102(c)(4)).  However,  the 
component  PSO  could  enter  into  some 
types  of  limited  collaboration  with  an 
e.xcluded  entity.  For  example,  a  PSO 
may  accept  additional  data  from  an 
excluded  entity  for  inclusion  in  its 
analyses  with  the  understanding  that 
the  PSO  may  only  share  its  findings 
pursuant  to  one  of  the  permissible 
disclosures  in  Subpart  C,  e.g.,  if  the 
findings  are  made  non-identifiable.  In 
addition,  other  PSOs  similarly  may 
share  their  nonidentifiable  findings  with 
mandatory  state  patient  safety  reporting 
systems  and  to  the  extent  permitted  by 
state  law  the  state  systems  might  give 
data  to  completely  separate  PSOs  for 
analysis  and  reports  in  nonidentifiable 
terms. 

Comment:  Several  commenters 
suggested  that  excluded  entities  might 
become  members  of  a  PSO  as  long  as 
they  were  not  vertically  linked  to  the 
PSO,  although  they  did  not  explain 
what  they  meant  by  the  term,  members. 


Response:  It  is  not  clear  what  the 
commenters  mean  by  a  “member"  of  a 
PSO  in  this  context.  To  the  extent  that 
the  comments  are  referring  to  a  possible 
joint  venture  that  creates  a  PSO,  there 
are  few  productive  roles  that  an 
excluded  entity  could  play.  Such 
excluded  entities  could  not  have  or 
exercise  any  level  of  control  over  the 
activities  or  operation  of  a  PSO.  Thus, 
they  could  not  have  access  to  patient 
safety  work  product.  As  a  result,  the 
potential  for  involvement  of  an 
excluded  entity  with  a  PSO  would  be 
very  limited. 

We  note,  however,  that  a  component 
of  an  entity  excluded  by  §  3.102(a)(2)(ii) 
can  seek  listing.  These  types  of 
component  organizations  must  meet 
additional  requirements  set  forth  in 
§  3.102(c)(1). 

Comment:  One  commenter  requested 
clarification  regarding  the  required 
patient  safety  activity  to  provide 
feedback  and  assistance  to  providers  to 
effectively  minimize  patient  risk. 

Response:  We  recognize  that  the 
performance  of  some  patient  safety 
activities  will  be  dependent  upon  a 
PSO’s  arrangements  with  its  rlienl.s.  As 
we  noted  in  our  discussion  of  the  final 
rule,  we  will  interpret  a  PSO  to  he  in 
compliance  with  this  requirement  if  the 
feedback  and  assistance  is  performed  at 
some  point  during  the  PSO’s  period  of 
listing. 

Comment:  Two  commenters  pointed 
to  the  importance  of  the  use  of 
contracted  staff  to  enable  a  PSO  to  carry 
out  its  duties,  especially  in  rural  or  low 
population  density  areas.  In  such 
circumstances,  a  PSO  needs  to  draw 
upon  competencies  and  skills  as  needed 
and  asked  that  we  clarify  that  such 
contractors,  whether  paid  or  volunteer, 
could  enable  a  PSO  to  meet  the 
qualified  staff  requirement. 

Response:  The  Department  assumes 
that  many  PSOs,  especially  component 
PSOs,  will  use  a  mix  of  full-time 
personnel  and  individuals  firom  w'hom 
they  seek  services  as  needed,  whether 
paid  or  on  a  volunteer  or  shared  basis. 
That  is  why  we  have  incorporated  a 
broad  definition  of  “workforce”  in  the 
rule  that  encompasses  employees, 
volunteers,  trainees,  contractors,  and 
other  persons  whether  or  not  they  are 
paid  by  the  PSO.  As  defined  in  this  rule, 
workforce  refers  to  persons  whose 
performance  of  activities  for  the  PSO  is 
under  the  direct  control  of  the  PSO.  In 
addition,  however,  a  PSO  is  free  to  enter 
contracts  for  specific  or  specialized 
services,  subject  to  other  requirements 
of  the  rule. 
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(C)  Section  3.102(c) — Additional 
Certifications  Required  of  Component 
Organizations 

Proposed  Rule:  Along  with  the  15 
requirements  under  subsection  (b)  that 
all  PSOs  would  have  to  meet,  §  3.102(c) 
of  the  proposed  rule  would  require  an 
entity  that  is  a  component  of  another 
organization  to  make  three  additional 
certifications  regarding:  (1)  The  secure 
maintenance  of  patient  safety  work 
product  separate  from  the  rest  of  the 
organization(s)  of  which  it  is  a  part:  (2) 
the  avoidance  of  unauthorized 
disclosures  of  patient  safety  work 
product  to  the  rest  of  the  organization(s) 
of  which  it  is  a  part;  and  (3)  the  mission 
of  the  component  organization  not 
creating  a  conflict  of  interest  with  the 
rest  of  the  organization(s)  of  which  it  is 
a  part. 

We  proposed  two  additional 
requirements  that  would  interpret  these 
statutory  provisions:  (1)  A  component 
PSO  could  not  have  a  shared 
information  system  with  the  rest  of  the 
organization(s)  of  which  it  is  a  part;  and 
(2)  the  workforce  of  the  component  PSO 
could  not  engage  in  work  for  the  rest  of 
the  organization(s)  if  such  work  could 
be  informed  or  influenced  by  tbe 
individual’s  knowledge  of  identifiable 
patient  safety  work  product  (except  if 
the  work  for  the  rest  of  the  organization 
is  solely  the  provision  of  patient  care). 
The  proposed  rule  did  not  propose  an 
interpretation,  hut  sought  public 
comment,  on  the  requirement  that  a 
component  organization  not  create  a 
conflict  of  interest  with  the  rest  of  the 
organization(s)  of  which  it  is  a  part. 

We  proposed,  and  sought  comment 
on,  a  limited  option  for  a  component 
PSO  to  take  advantage  of  the  expertise 
of  the  rest  of  its  parent  organization(s) 
to  assist  the  PSO  in  carr^’ing  out  patient 
safety  activities.  Under  this  proposal,  a 
component  PSO  could  enter  into  a 
written  agreement  with  individuals  or 
units  of  tbe  rest  of  the  organization 
involving  the  use  of  patient  safety  work 
product,  subject  to  specified 
requirements. 

Ch'erview  of  Public  Comments: 
Numerous  commenters  strongly 
disagreed  with  the  Department’s 
proposal  that  PSOs  must  maintain 
separate  information  systems.  These 
commenters  argued  that  it  would 
impose  a  tremendous  financial  and 
administrative  burden  to  establish 
separate  information  systems.  A  number 
of  commenters  suggested  alternative 
approaches  that  could  achiev'e  the  same 
goal.  For  example,  one  commenter 
recommended  that  HHS  adopt  a  non¬ 
directive  concept  of  functional 
separation  and  require  PSOs  to  submit 


with  their  certifications  for  listing  a 
description  of  how  they  intend  to  meet 
the  requirement  for  technological  and 
other  controls  to  ensure  that  there  is  an 
effective  protection  against 
inappropriate  access  to  the  patient 
safety  work  product  held  by  the 
component  PSO. 

There  was  significant  concern  with 
the  proposal  to  limit  the  sharing  of 
employees  between  the  parent 
organization(s)  and  the  component  PSO 
if  the  employee’s  work  could  be 
informed  by  knowledge  of  a  provider’s 
identifiable  patient  safety  work  product. 
Some  commenters  argued  that  tbe 
prohibition  was  too  broad,  that  it  should 
be  narrowed,  or  that  the  standard  was 
too  vague  and  had  the  potential  for 
creating  confusion.  A  number  of 
commenters  recognized  tbe  merits  of  the 
intended  prohibition  but  thought  that 
the  proposed  rule’s  formulation  was  so 
vague  that  it  might  limit  the  ability  of 
any  physician  in  an  academic  health 
center  to  assist  the  component  PSO  if 
the  physician  supervised  and  evaluated 
interns  and  residents  during  their 
training,  presuming  this  to  be  an 
unintended  result. 

Several  alternative  approaches  were 
suggested,  including:  (1)  Limit  the 
prohibition  to  staff  in  the  parent 
organization  who  would  use  patient 
safety  work  product  for  non-patient 
safety  activities;  (2)  obtain  pledges  by 
staff  not  to  use  patient  safety  work 
product  for  “facility  administrative 
functions;’’  (3)  limit  the  prohibition  to 
persons  with  disciplinary/credentialing 
functions;  (4)  require  management  staff 
to  sign  agreements  not  to  use  patient 
safety  work  product  in  hiring/firing, 
credential/privilege  decisions;  and  (5) 
permit  shared  staff  for  specific  types  of 
entities,  such  as  state  hospital 
associations,  but  not  others. 

Our  proposal  to  provide  a  limited 
option  for  a  component  PSO  to  draw 
upon  the  expertise  of  its  parent 
organization(s)  to  assist  the  PSO  in 
carrying  out  patient  safety  activities  was 
well  received.  Most  commenters  were 
supportive  of  the  flexibility  provided  by 
this  provision  although  one  commenter 
suggested  deleting  it.  Several 
commenters  stressed  that  a  “substantial 
firewall”  should  be  maintained  and  that 
such  contracting  should  only  be  allowed 
“for  clearly  defined  and  limited  staff 
services.”  One  commenter  urged  that 
such  contracts  or  agreements  should  be 
submitted  to  the  Secretary  in  advance  so 
that  they  “can  be  scrutinized  by  HHS  to 
assess  whether  confidentiality  or 
privilege  protections  can  practically 
remain  intact.” 

In  our  discussion  regarding  entities 
excluded  from  listing  in  §  3.102(a)(2)(ii), 


we  noted  that  a  number  of  commenters 
that  supported  permitting  components 
of  such  entities  to  seek  listing, 
suggested,  nevertheless,  that  we 
establish  additional  limitations  and 
requirements.  Their  suggestions 
included  requiring  that  such  a 
component  organization  seeking  listing 
must;  Specifically  identify  its  parent 
organization  as  a  regulator  and  specify 
the  scope  of  the  parent  organization’s 
regulatory  authority:  submit  to  the 
Secretary  attestations  from  providers 
choosing  to  report  to  the  PSO  that  they 
have  been  informed  of  the  scope  of 
regulatory  authority  of  the  parent 
organization;  and  provide  assurances  to 
the  Secretary  that  the  parent 
organization  has  no  policies  that  compel 
providers  to  report  patient  safety  work 
product  to  its  component  PSO.  They 
also  suggested  such  a  PSO  not  be 
permitted  to  share  staff  with  the  parent 
organization  and  not  be  able  to  take 
advantage  of  the  proposed  limited 
provision  that  would  permit  a 
component  PSO  to  contract  with  its 
parent  organization  for  assistance  in  the 
review  of  patient  safety  work  product. 

The  proposed  rule  did  not  propose  an 
interpretation  but  sought  comment  on 
the  circumstances  under  which  the 
mission  of  a  component  PSO  could 
create  a  conflict  of  interest  for  the  rest 
of  the  parent  organization(s)  of  which  it 
is  a  part.  The  recommendations  of 
commenters  reflected  a  variety  of 
perspectives:  One  view  was  that  the  rule 
should  not  adopt  a  general  standard;  a 
component  organization  should  disclose 
what  it  believes  may  be  its  conflicts  and 
that  this  disclosure  should  be  deemed 
sufficient  to  have  cured  the  conflict; 
another  said  the  Department  should 
undertake  case-by-case  analysis;  and  a 
third  suggested  tbe  Department  should 
adopt  guidance,  not  regulatory  language. 

Another  commenter  wrote  that  tnere 
could  be  no  conflict  of  interest  if  the 
parent  organization  is  a  provider;  others 
suggested  that  certain  types  of  parent 
organizations  posed  conflicts  of  interest, 
such  as  when  the  parent  organization  is 
an  investor-owned  hospital  or  if  there 
are  certain  legal  relationships  which 
providers  have  with  a  parent 
organization  or  its  subsidiaries. 
Similarly,  one  commenter  suggested 
that  not-for-profit  status  of  a  PSO  should 
be  an  indicator  that  there  is  no  conflict 
of  interest.  In  a  parallel  vein,  another 
commenter  argued  that  if  the  PSO  could 
use  or  sell  its  information  for 
commercial  gain,  this  was  a  conflict. 
This  commenter  also  argued  that  if  a 
PSO  could  be  used  to  create  an  oasis 
solely  for  protection  of  information 
reported  by  the  system  that  created  it, 
this  represented  a  conflict;  the 
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information  held  by  a  PSO  must  be 
made  available  at  minimal  or  no  cost  for 
further  aggregation.  Another  commenter 
suggested  that  a  component  PSO  should 
never  evaluate  patient  safety  work 
product  of  an  affiliated  organization;  if 
it  does  so,  this  creates  a  conflict-of- 
interest. 

^  Finally,  several  commenters  also 
suggested  that  there  must  be  no  conflict 
between  patient  safety  work  product 
and  non-patient  safety  work  product 
functions.  A  similar  comment  from 
another  entity  argued  that  a  PSO  must 
certify  that  members  of  the  component 
PSO  workforce  are  not  engaged  in  work 
for  the  parent  organization  that  conflicts 
with  the  mission  of  the  PSO. 

Final  Rule:  After  careful  consideration 
of  the  extensive  number  of  comments 
received  regarding  component 
organizations,  the  Department  has 
modified  and  restructured  the  text  for 
§  3.102(c)  in  the  following  ways. 

We  have  restructured  §  3.102(c)  into 
four  separate  paragraphs.  New 
§  3.102(c)(l)(i)  lists  the  provisions  with 
which  different  component 
organizations  must  comply.  This 
subparagraph  sets  forth  the 
requirements  that  all  component 
organizations  must  meet.  The  language 
of  this  subparagraph  is  retained  from  the 
proposed  rule  but  includes  a 
requirement  that  all  component 
organizations  must  submit  with  their 
certifications  contact  information  for 
their  parent  organization(s)  and  provide 
an  update  to  the  Secretary  in  a  timely 
manner  if  the  information  changes.  This 
requirement  was  proposed  in  the 
preamble  but  was  not  incorporated  in 
the  text  of  the  proposed  rule.  Many  of 
the  commenters  noted  the  importance  to 
providers  of  having  information 
regarding  the  parent  organization  of  a 
component  PSO  and,  therefore,  we  have 
incorporated  the  provision. 

New  §  3.102(c)(l)(ii)  outlines  the 
requirements  for  components  of  entities 
excluded  from  listing  under 
§  3.102(a)(2)(ii)  of  this' section.  These 
components  must  meet  the 
requirements  for  all  component  PSOs  in 
§  3.102(c)(l)(i)  as  well  as  submit  the 
additional  certifications  and 
information  and  adhere  to  the  further 
limitations  set  forth  in  §  3.102(c)(4)  that 
are  discussed  below. 

New  §  3.102(c)(2)  restates  the  three 
additional  statutory  certifications  that 
must  be  made  by  all  component 
organizations  seeking  listing.  We  have 
deleted  two  requirements  for 
component  entities  from  the  text  of  the 
proposed  rule  that  were  intended  to 
interpret  these  statutory  requirements: 
the  requirement  for  separate  information 
systems  and  the  restriction  on  the  use  of 


shared  staff.  The  final  rule  does  not 
impose  these  proposed  requirements  on 
most  component  organizations. 

However,  as  discussed  below  regarding 
§  3.102(c)(4),  we  have  retained  the 
prohibition  on  shared  staff  only  with 
respect  to  components  of  entities  that 
are  excluded  from  listing  and,  for  such 
component  PSOs,  narrowed  the 
circumstances  when  contracting  with  a 
parent  organization  is  permissible  only 
with  respect  to  components  of  entities 
that  are  excluded  from  listing. 

With  respect  to  separate  information 
systems,  the  Department  has  concluded, 
based  upon  the  information  that  was 
included  by  commenters,  that  there  are 
a  number  of  cost-effective  alternatives 
for  achieving  the  statutory  goal  of 
separate  maintenance  of  patient  safety 
work  product.  Accordingly,  we  have 
included  new  language  that  requires  a 
component  PSO  to  ensure  that  the 
information  system  in  which  patient 
safety  work  product  is  maintained  must 
not  permit  unauthorized  access  by  any 
individuals  in,  or  units  of,  the  rest  of  the 
parent  organization(s)  of  which  it  is  a 
part. 

Similarly,  after  careful  consideration 
of  the  comments,  we  have  eliminated 
the  proposed  restriction  on  the  use  of 
shared  staff  for  most  component  PSOs. 
The  Department  has  concluded  that 
there  are  significant  incentives  for 
component  PSOs  and  parent 
organizations  to  be  very  cautious  in 
their  use  of  shared  personnel,  protecting 
against  inappropriate  disclosures,  and 
the  disclosure  of  patient  safety  work 
product.  A  number  of  commenters 
appeared  to  appreciate  the  importance 
of  maintaining  separation  between  their 
patient  safety  activities  and  internal 
disciplinary,  privileges,  and 
credentialing  decisions,  which  were  the 
focus  of  our  concern. 

Our  review  has  led  us  to  conclude 
that  the  potential  negative  consequences 
for  providers,  independent  of  any  fear  of 
Department  action,  lessens  the  need  for 
the  rule  to  address  this  issue.  For 
example,  institutional  providers  are 
likely  to  find  it  difficult  to  develop 
robust  reporting  systems  if  the 
clinicians  on  their  staff  learn  or  even 
suspect  that  the  same  individuals 
involved  in  analysis  of  patient  safety 
work  product  play  key  roles  in 
administrative  decisions  that  can  lead  to 
adverse  personnel  decisions.  This  may 
lead  to  decreased  reporting  of  patient 
safety  events.  The  suspicion  of 
contamination  between  the  processes 
could  also  provide  a  new  basis  for 
challenging  adverse  employment 
actions,  which  could  require  providers 
to  prove  that  their  actions  were  not 
influenced  by  inappropriate  use  of 


patient  safety  work  product.  Finally, 
there  is  the  right  of  action  that  the 
statute  grants  to  individual  providers 
who  believe  and  allege  that  their 
employer  took  an  adverse  employment 
action  against  them  based  upon  their 
providing  information  to  the  employer’s 
patient  safety  evaluation  system  for 
reporting  to  the  PSO  or  based  upon  their 
providing  information  directly  to  the 
PSO.  Given  the  importance  to  providers 
of  maintaining  protections  for  their 
work  product,  we  conclude  that  it  is 
unlikely  that  a  parent  organization  will 
intentionally  jeopardize  those 
protections.  Therefore,  we  have 
eliminated  the  proposed  restriction  on 
the  use  of  shared  staff,  except  for 
components  of  entities  excluded  from 
listing  as  discussed  below  regarding 
§  3.102(c)(4).  In  its  place,  we  have 
restated  the  statutory  requirement  that 
the  component  organization  (and  its 
workforce  and  contractors)  may  not 
make  unauthorized  disclosures  to  the 
rest  of  the  organization(s)  of  which  the 
PSO  is  a  part. 

We  have  retained  without  change  in 
§  3.102(c)(2)(iii)  the  proposed  rule  text 
prohibiting  the  pursuit  of  the  mission  of 
the  PSO  from  creating  a  conflict  of 
interest  with  the  rest  of  the 
organization(s)  of  which  it  is  a  part.  To 
the  extent  that  individuals  or  units  of 
the  rest  of  the  parent  organization(s) 
have  obligations  and  responsibilities 
that  are  inconsistent  with  the  ‘‘culture 
of  safety”  that  the  statute  seeks  to  foster, 
a  component  PSO  could  create  a  conflict 
of  interest  by  sharing  identifiable 
patient  safety  work  product  with  them 
as  shared  staff  or  under  a  written 
agreement  pursuant  to  §  3.102(c)(3), 
discussed  below.  On  the  other  hand,  the 
component  PSO  could  draw  upon  the 
expertise  of  these  same  individuals  in 
other  capacities  in  which  identifiable 
work  product  is  not  shared  and,  thereby, 
avoid  creating  conflicts  of  interest. 

Thus,  we  would  interpret  permitting  the 
creation  of  conflicting  situations  for  staff 
or  units  of  the  parent  organization(s)  as 
inconsistent  with  a  component  PSO’s 
attestation. 

Section  3.102(c)(3)  retains  without 
substantive  change  the  provision  in  the 
proposed  rule  to  enable  a  component 
PSO,  within  limits,  to  take  advantage  of 
the  expertise  of  the  rest  of  the 
organization  of  which  it  is  part.  In 
response  to  concerns  expressed  by  some 
commenters,  we  stress  the  statutory 
requirement  for  the  PSO  to  maintain 
patient  safety  work  product  separately 
from  the  rest  of  the  organization.  In  such 
circumstances,  it  cannot  be  transferred 
to  individuals  or  units  of  the  rest  of  the 
organization  except  as  permitted  by  the 
rule.  As  a  practical  matter,  if  the  parent 
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organization  is  a  provider  organization 
and  the  component  PSO  is  evaluating 
the  parent  organization’s  data,  the 
parent-provider  is  likely  to  have  a  copy 
of  all  of  the  data  transmitted  to  the 
component  PSO. 

We  do  not  dismiss  the  concerns  of 
commenters  that  this  contracting 
authority  could  be  used  inappropriately. 
We  remind  each  component  PSO  that 
the  statute  requires  it  to  maintain 
patient  safety  work  product  separately 
from  the  rest  of  the  organization(s)  of 
which  the  component  PSO  is  a  part  and 
prohibits  unauthorized  disclosures  to 
the  rest  of  the  organization(s)  of  which 
they  are  a  part.  Therefore,  it  may  not  be 
appropriate  for  its  parent  organization  to 
serve  as  its  main  provider  of  analytic  or 
data  services  if  such  arrangements 
would  effectively  confound  statutory 
intent  for  a  firewall  between  a 
component  PSO  and  the  rest  of  the 
organization(s)  of  which  it  is  a  part.  The 
flexibility  provided  by  the  rule  to  use 
in-house  expertise  is  intended  to 
supplement,  not  replace,  the  PSO’s 
authority  to  contract  with  external 
expert  individuals  and  organizations. 

Section  3.102(c)(4)  incorporates  new 
requirements,  drawn  from  our  review  of 
public  comments,  that  only  apply  to 
organizations  that  are  components  of 
entities  excluded  from  listing  under 
§  3.102(a)(2)(ii).  Thus,  these  component 
organizations  have  three  sets  of 
requirements  to  meet;  The  15  general 
certification  requirements  in 
§§  3.102(b)(1)  and  3.102  (b)(2);  the 
requirements  that  all  component  PSOs 
must  meet  in  §§  3.102(c)(l)(i)  and 
3.102(c)(2);  and  the  requirements  that 
are  established  by  §  3.102(c)(4). 

Section  3.102(c)(4)  establishes  a 
requirement  for  additional  information 
and  certifications  that  must  be 
submitted  with  the  component 
organization’s  certifications  for  listing 
and  it  establishes  two  additional 
restrictions  with  which  a  component 
organization  must  comply  during  its 
period  of  listing.  The  additional 
information  and  certifications  require  a 
component  PSO  of  an  entity  described 
in  §3.102(a)(2)(ii)  to: 

1.  Describe  the  parent  organization’s 
role,  and  the  scope  of  the  parent 
organization’s  authority,  with  respect  to 
the  activities  which  are  the  basis  of  the 
parent  organization’s  exclusion  from 
being  listed  under  §  3.102(a)(2)(ii). 

2.  Certify  that  the  parent  organization 
has  no  policies  or  procedures  that 
would  require  or  induce  providers  to 
report  patient  safety  work  product  to  the 
component  organization  once  it  is  listed 
as  a  PSO,  and  affirm  that  the  component 
PSO  will  notify  the  Secretary  if  the 
parent  organization  takes  any  such 


actions  during  its  period  of  listing.  An 
example  of  an  inducement  would  be  if 
a  parent  organization  that  accredited  or 
licensed  providers  awarded  special 
scoring  consideration  to  providers 
reporting  to  the  parent  organization’s 
component  PSO;  additional  scoring 
consideration  for  reporting  to  any  PSO, 
by  contrast,  would  not  violate  this 
restriction. 

3.  Certify  that  the  component  PSO 
will  include  information  on  its  website 
and  in  any  promotional  materials  for 
providers  describing  the  activities 
which  were  the  basis  of  the  parent 
organization’s  exclusion  under 
§3.102(a)(2)(ii). 

We  have  incorporated  these 
additional  requirements  for  information 
and  attestations  to  address  widespread 
concerns  among  commenters  that  an 
excluded  parent  organization  might 
attempt  to  compel  providers  to  report 
data  to  its  component  PSO  and 
circumvent  the  firewalls  for  access  to 
that  data.  These  extra  requirements  for 
such  component  PSOs  will  strengthen 
transparency  and  the  additional 
statements  submitted  with  the 
component  organization’s  certifications 
will  be  posted  on  the  AHRQ  PSO  Web 
site  along  with  all  its  other 
certifications.  Our  intent  is  to  ensure 
that  such  a  component  organization’s 
website  and  its  promotional  materials 
for  providers  will  inform  providers 
regarding  the  nature  and  role  of  its 
parent  organization.  The  rule  is 
emphatically  clear  that  the  Department 
will  take  prompt  action  to  revoke  and 
delist  a  component  organization  whose 
excluded  parent  organization  attempts 
to  compel  providers  to  report  data  to  its 
component  PSO.  New  §  3.108(e)(1)  lists 
specific  circumstances,  including  this 
situation,  in  which  revocation  and 
delisting  will  take  place  on  an  expedited 
basis. 

During  its  period  of  listing,  the  final 
rule  also  prohibits  a  PSO  that  is  a 
component  organization  of  an  entity 
excluded  from  listing  to  share  staff  with 
the  rest  of  the  organization(s)  of  which 
it  is  a  part.  Such  a  component  PSO  may 
enter  into  contracts  or  written 
agreements  with  the  rest  of  the 
organization(s)  under  the  authority 
provided  to  all  component  PSOs  by 
§  3.102(c)(3)  but  with  one  additional 
limitation.  Such  contracts  or  written 
agreements  are  limited  to  units  or 
individuals  of  the  parent  organization(s) 
whose  responsibilities  do  not  involve 
the  activities  that  are  the  basis  of  the 
parent  organization’s  exclusion  under 
§  3.1Q2(a)(2)(ii).  If  the  parent 
organization’s  sole  activity  is  the  reason 
for  its  exclusion,  the  component 
organization  could  never  enter  a 


contract  or  written  agreement  to  have 
staff  from  the  rest  of  the  organization 
assist  the  PSO  in  carrying  out  patient 
safety  activities.  If  the  parent 
organization  engages  in  a  mix  of 
activities,  some  of  which  are  not  a  basis 
for  exclusion  from  listing,  the 
component  organization  will  be  able  to 
take  advantage  of  this  contracting  » 
option,  subject  to  our  caveat  above. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  us 
to  confirm  that  component  PSOs  can 
maintain  patient  safety  work  product 
behind  secure  firewalls  using  existing 
information  systems. 

Response:  The  modifications  we  have 
adopted  and  discussed  above  means 
that  the  final  rule  permits  this  approach. 

Comment:  Several  commenters 
suggested  that  it  was  unrealistic  for  the 
component  PSO  to  maintain  patient 
safety  work  product  separately  from  its 
parent  organization  if  the  parent 
organization  is  a  provider  reporting  data 
to  the  component  PSO. 

Response:  The  Patient  Safety  Act 
requires  a  component  PSO  maintain 
patient  safety  work  product  separately 
from  the  rest  of  the  organization(s)  of 
which  it  is  a  part;  therefore,  we  cannot 
remove  the  restriction.  While  contracts 
between  a  PSO  and  a  provider  are  likely 
to  address  the  extent  to  which  a 
provider  has  access  to  information  held 
by  a  PSO,  we  caution  contracting  parties 
to  be  mindful  of  this  statutory 
restriction  in  crafting  their  contracts. 

The  requirement  for  separation  does  not 
mean  that  the  component  organization 
cannot  share  information  with  a  parent 
organization  but  any  sharing  must  be 
consistent  with  the  permissible 
disclosures  of  this  rule. 

(D)  Section  3.102(d)  Required 
Notifications 

(1)  Section  3.102(d)(1) — Notification 
Regarding  PSO  Compliance  With 
Minimum  Contract  Requirement 

Proposed  Rule:  Section  3.102(d)(1)  of 
the  proposed  rule  would  require  PSOs 
to  attest  within  every  24-month  period, 
beginning  with  its  initial  date  of  listing, 
that  the  PSO  has  met  the  two-contract 
requirement.  We  proposed  to  require 
notification  of  the  Secretary  45  days 
before  the  end  of  the  applicable  24- 
month  period.  Early  notification  would 
enable  the  Department  to  meet  another 
statutory  requirement  to  provide  PSOs 
with  an  opportunity  to  correct  a 
deficiency.  If  the  requirement  is  not  yet 
met,  this  would  enable  the  Secretary  to 
establish  an  opportunity  for  correction 
that  ends  at  midnight  on  the  last  day  of 
the  24-month  period. 
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Overview  of  Public  Comments:  The 
comments  we  received  endorsed  our 
proposed  approach.  One  commenter 
suggested  we  should  consider  requiring 
notification  60  days  in  advance. 

Final  Rule:  We  expect  that,  in  most 
circumstances,  contracts  will  he  the 
primary  source  of  revenue  for  PSOs.  In 
light  of  the  fact  that  only  two  contracts 
are  required,  we  do  not  anticipate  that 
many  PSOs  will  reach  this  point  in  their 
period  of  listing  without  meeting  the 
requirement.  We  have  not  accepted  the 
recommendation  to  require  notification 
sooner.  The  Department  adopts  the 
provision  as  recommended  in  the 
proposed  rule  without  modification. 

(2)  Section  3.102(d)(2) — Notification 
Regarding  a  PSO’s  Relationships  With 
Its  Contracting  Providers 

Proposed  Rule:  The  proposed  rule 
incorporated  in  §  3.102(d)(2)  the 
statutory  requirement  that  a  PSO  would 
make  disclosures  to  the  Secretary 
regarding  its  relationship(s)  with  any 
provider(s)  with  whom  the  PSO  enters 
a  contract  pursuant  to  the  Patient  Safety 
Act  (Patient  Safety  Act  contract).  The 
statute  requires  PSOs  to  disclose 
whether  a  PSO  has  any  financial, 
contractual,  or  reporting  relationships 
with  this  contracting  provider  and,  if 
applicable,  whether  the  PSO  is  not 
managed,  controlled,  or  operated 
independently  of  this  contracting 
provider. 

The  proposed  rule  noted  that  a  PSO 
would  need  to  make  this  assessment 
when  it  enters  a  contract  with  a 
provider  and,  if  disclosures  are 
required,  submit  a  disclosure  statement 
within  45  days  of  the  effective  date  of 
the  contract.  If  relationships  arise 
during  the  contract  period,  submission 
would  be  required  within  45  days  of  the 
date  the  relationships  are  established. 

The  proposed  rule  would  have 
provided  guidance  on  our  interpretation 
of  financial,  contractual,  and  reporting 
relationships  and  emphasized  that  the 
statute  required  a  PSO  to  “fully 
disclose”  the  relationships.  We  noted 
that  disclosure  would  be  required  only 
when  the  PSO  entered  a  Patient  Safety 
Act  contract  with  a  provider  and  there 
were  relationships  that  required 
disclosure.  We  also  encouraged,  but  did 
not  require,  PSOs  to  list  any  agreements, 
stipulations,  or  procedural  safeguards 
that  might  offset  the  influence  of  the 
provider  and  that  might  protect  the 
ability  of  the  PSO  to  operate 
independently. 

Overview  of  Public  Comments: 
Commenters  expressed  concern  that  the 
proposed  rule  was  not  sufficiently 
specific  with  respect  to  the  required 
disclosure  statements.  They  suggested 


that  the  emphasis  in  the  proposed  rule 
on  the  statutory  requirement  for  full 
disclosure,  without  a  corresponding 
discussion  of  the  parameters  for  the 
contents  and  level  of  detail  of  the 
statements,  raised  the  prospect  that 
PSOs  would  feel  compelled  to  develop 
disproportionately  detailed  information 
that  might  not  be  germane.  One 
commenter  suggested  what  was  most 
important  is  awareness  of  the 
fundamental  relationship(s)  that  exist, 
not  the  specific  details,  suggesting  that 
if  the  provider  in  question  is  the  parent 
entity  of  the  PSO,  it  should  be  sufficient 
to  know  that  the  parent-provider  is  the 
source  of  financial  support  to  the  PSO, 
employs  its  workforce,  and  provides 
management  to  its  activities. 

In  addition,  there  was  concern  that 
since  the  disclosure  statements  are 
going  to  be  made  public,  detailed 
submissions  regarding  the  financial  and 
contractual  obligations  would  make  it 
difficult  to  maintain  the  confidentiality 
of  potentially  sensitive  business 
information.  Several  commenters  noted 
that  it  is  not  unusual  for  certain  types 
of  contractual  work  with  commercially 
sensitive  implications  to  include 
confidentiality  agreements  and  one 
commenter  suggested  that  the  process 
permit  a  PSO  to  request  that  the 
Secretary  not  disclose  specific 
information  under  certain 
circumstances. 

A  number  of  commenters  expressed 
concern  about  the  potential  unintended 
consequences  of  disclosure,  especially 
with  respect  to  the  identity  of  providers. 
One  commenter  raised  concern  that  the 
requirement  would  lead  to 
“differential”  disclosure,  by  which  the 
commenter  meant  that,  of  the  total 
number  of  providers  with  which  a  PSO 
enters  contracts,  only  those  with  other 
relationships  would  have  their  names 
disclosed  and  the  other  providers  would 
not  have  their  names  made  known 
through  the  proposed  public  release  of 
disclosure  statements  by  the  Secretary. 

Final  Rule:  After  careful  review  of  the 
comments,  the  Department  has 
reconsidered  its  approach  to  this 
disclosure  requirement  and  has  made 
modifications  to  the  text  that  are 
incorporated  in  the  final  rule.  Based 
upon  this  review,  we  have  shifted  the 
emphasis  of  the  term  “fully  disclose” 
from  stressing  the  level  of  detail  that  a 
PSO  must  provide  in  describing  each  of 
the  other  types  of  relationships  (listed 
below)  that  the  PSO  has  with  a 
contracting  provider  to  an  emphasis  on 
requiring  that  the  PSO  disclose  clearly 
and  concisely  every  relationship  that 
requires  disclosure.  This  shift  in 
emphasis  remains  consistent  with  our 
overall  emphasis  on  transparency; 


without  being  burdensome,  it  enables 
both  the  Secretary  and  providers 
considering  contracts  with  a  PSO  to 
request  additional  information  regarding 
any  relationships  of  concern.  We  have 
adopted  a  clearer  and  narrower 
interpretation  of  the  disclosures  of 
relationships  that  must  be  made  in  view 
of  concerns  expressed  by  commenters 
about  the  scope  of  the  required  reports. 
In  response  to  requests  for  more 
guidance  on  the  required  submissions, 
this  final  rule  calls  for  a  two-part 
disclosure  statement  and  describes  what 
must  be  included  in  each  part. 

These  modifications  to  the  final  rule 
reflect  several  considerations.  The 
Department  has  concluded  that  the 
Patient  Safety  Act  does  not  provide 
incentives  for  a  provider  to  control  or 
manipulate  the  findings  of  a  PSO  with 
respect  to  its  own  patient  safety 
information.  A  PSO’s  conclusions  and 
recommendations  are  patient  safety 
work  product  and,  whether  the  PSO  is 
critical  or  complimentary  of  the 
provider  or  the  provider  agrees  or 
disagrees  with  the  PSO,  the  PSO 
analysis  and  guidance  remains 
confidential  and  privileged  under  the 
Act,  which  means  that  there  are 
constraints  on  the  ability  of  a  provider 
to  disclose  the  PSO’s  conclusions  and 
recommendations.  Even  when  they  can 
be  disclosed,  calling  the  public’s 
attention  to  positive  findings  is  likely  to 
engender  scrutiny  of  the  extent  to  which 
the  provider’s  relationship  with  its  PSO 
is  truly  an  arms-length  relationship.  In 
sum,  providers  have  little  to  gain  under 
the  statute’s  framework  from  attempting 
to  control  or  manipulate  the  analyses 
and  findings  of  a  PSO. 

At  the  same  time,  the  Department 
expects  the  statutory  disclosure 
requirements,  coupled  with  public 
release  of  disclosure  statements  and  the 
Secretary’s  findings  as  provided  by 
§  3.104(b),  will  provide  important  and 
useful  information  to  providers  seeking 
to  contract  with  a  PSO.  As  we  pointed 
out  in  the  proposed  rule,  a  provider 
seeking  to  contract  with  a  PSO  will  have 
its  own  standards  for  what  other  PSO 
relationships  it  considers  to  be 
acceptable.  Therefore,  the  submission 
and  public  release  of  this  information 
should  improve  the  efficiency  of  the 
search  process  by  providers. 

In  lignt  of  these  considerations,  the 
Department  has  determined  that  the 
most  appropriate  interpretation  of  the 
statutory  requirement  to  “fully  disclose” 
other  relationships  is  to  emphasize  the 
need  to  require  the  disclosure  of  every 
pertinent  relationship  specified  by  the 
statute.  Providers  that  are  considering 
entering  a  contract  with  a  PSO  can 
determine  for  themselves  if  any 
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disclosed  relationships  pose  concerns.  If 
so,  they  can  then  request  further 
detailed  information  as  they  see  fit.  This 
approach  has  the  further  benefit  of 
limiting  the  potential  for  inappropriate 
release  of  proprietary  or  commercial 
information,  another  matter  of  concern 
to  commenters.  The  Department  will 
protect  confidential  conimercial 
information  as  permitted  by  the 
Freedom  of  Information  Act  and  in 
accordance  with  18  U.S.C.  1905. 

Thus,  in  making  his  required 
determination,  the  Secretary  will  both 
give  great  weight  to,  and  hold  a  PSO 
accountable  for,  its  attestation  that  it 
will  fully  disclose  all  relationships 
required  to  be  reported  and  whether  the 
PSO’s  operations,  management,  and 
control  are  not  independent  of  any 
provider  with  whom  it  has  entered  a 
Patient  Safety  Act  contract.  The 
Secretary  retains  the  authority  to  require 
an  entity  to  provide  more  detailed 
information  if  necessary  to  make  his 
required  determination  under  42  U.S.C. 
299b-24(c)(3)  regarding  the  ability  of 
the  PSO  to  fairly  and  accurately  perform 
its  patient  safety  activities  in  light  of 
any  reported  relationships. 

The  final  rule  retains  tne  general 
framework  of  the  proposed  rule  for  a 
PSO  to  use  in  determining  when  a 
disclosure  statement  must  be  submitted. 
The  two  thresholds  remain  unchanged. 
The  disclosure  requirement  only  applies 
when  a  PSO  has  entered  a  contract  that 
provides  the  protections  of  the  Patient 
Safety  Act,  i.e.,  a  Patient  Safety  Act 
contract,  and  the  PSO  has  other 
relationships  with  that  contracting 
provider  of  the  types  specified  below.  A 
disclosure  statement  is  not  required  if 
the  PSO  has  a  Patient  Safety  contract 
with  a  provider  and  the  relationships 
described  below  are  not  present,  nor  is 
a  disclosure  statement  required  if  the 
relationships  are  present  but  there  is  no 
Patient  Safety  Act  contract. 

We  have  restructured  the  text  in  the 
final  rule.  There  are  now  three 
paragraphs:  A  restatement  of  the 
requirement  in  paragraph  (i),  a 
description  of  the  required  content  of  a 
disclosure  statement  in  paragraph  (iij, 
and  the  deadlines  for  submission  of 
disclosure  statements  set  forth  in 
paragraph  (iii). 

Section  3.102(d)(2)(i)  contains  the 
following  substantive  changes. 
Compared  with  the  requirements  of  the 
proposed  rule,  this  paragraph  eliminates 
the  need  to  submit  a  disclosure 
statement  if  the  PSO’s  only  other 
relationships  with  this  contracting 
provider  are  limited  to  Patient  Safety 
Act  contracts. 

In  response  to  commenters’  questions 
and  concerns,  we  have  modified  the  text 


describing  the  statutory  list  of 
disclosures:  contractual,  financial,  and 
reporting  relationships  are  incorporated 
in  subparagraphs  (A)-{C)  and  control, 
management,  and  operation  of  the  PSO, 
independent  from  the  provider,  is 
incorporated  in  subparagraph  (D)..We 
have  narrowed  the  language  in 
paragraphs  (A)-(C)  by  limiting  the 
required  disclosures  to  current 
contractual,  financial,  and  reporting 
relationships  and  restating  the 
requirements  to  emphasize  that 
disclosure  is  only  required  for 
relationships  other  than  those  in  Patient 
Safety  Act  contract(s).  We  have  restated 
and  streamlined  the  language  of 
subparagraph  (A)  to  emphasize 
contracts  and  arrangements  that  impose 
obligations  on  the  PSO. 

We  have  retained  the  substantive 
requirements  for  financial  relationships. 
Based  upon  comments  received,  we 
have  determined  that  if  the  PSO  is  a 
membership  organization,  the 
Department  does  not  consider  dues  or 
other  assessments  applied  to  all 
members  to  constitute  a  financial 
relationship  for  this  purpose.  The  rule 
narrows  the  scope  of  subparagraph  (C), 
where  the  text  narrows  the  definition  of 
reporting  relationships  to  those  in 
which  this  contracting  provider  has 
access  to  information  about  the  work 
and  internal  operation  of  the  PSO  that 
is  not  available  to  other  contracting 
providers.  By  focusing  on  this  particular 
aspect  of  reporting  relationships,  we 
have  tried  to  make  plain  that  it  is  not 
our  intent  to  collect  information 
regarding  the  multiple  ordinary  types  of 
reporting  relationships  that  exist 
routinely  between  contracting  parties. 
We  have  made  the  requirement 
narrower  both  for  clarity  and  simplicity. 
The  deleted  reference  to  control  is 
addressed  by  subparagraph  (D),  which 
we  have  narrowed  to  simply  restate  the 
statutory  language  on  what  must  be 
disclosed  or  reported  regarding 
management,  control,  and  operation 
independent  of  the  contracting  provider. 
We  deleted  the  language  requiring  a 
PSO  to  assess  whether  any  of  the 
relationships  in  what  is  now 
subparagraph  (D)  might  impair  its 
ability  to  perform  patient  safety 
activities  fairly  and  accurately  because 
PSOs  will  now  address  these  issues  in 
the  required  narrative  that  comprises 
the  second  part  of  the  disclosure 
statement,  described  below. 

New  §  3.102(d)(2)(ii)  specifies  the  two 
required  parts  of  a  disclosure  statement. 
The  first  part  must  disclose  in  summary 
form  succinct  descriptions  of  all  of  the 
obligations  that  the  PSO  has  with  this 
provider.  The  second  part  must  be  a 
related  short  narrative  (we  recommend 


no  more  than  1,000  words)  that 
addresses  the  issues  described  below 
and  is  intended  to  explain  the  measures 
taken  by  the  PSO  to  assure  that  its 
analyses  and  findings  are  fair  and 
accurate. 

'  We  use  the  term  “obligations” — rather 
than  the  statutory  term 
“relationships” — in  §  3.102(d)(2)(ii)  of 
the  rule  for  the  following  reason.  If  a 
PSO  has  multiple  relationships  with  a 
provider,  many  of  these  relationships 
are  likely  to  be  both  contractual  and 
financial  (and  may  involve  other 
relationships  for  which  the  statute 
requires  disclosure).  A  disclosure 
statement  that  was  organized  by  the  four 
types  of  relationships  that  require 
disclosure  (subparagraphs  (A)-(D) 
discussed  above)  would  be  confusing 
and  difficult  to  interpret  since  items  in 
different  categories  would  be  related. 

For  example,  if  the  PSO  already  has  a 
contract  with  a  provider  to  render  a 
service  for  which  it  is  paid,  we  do  not  . 
see  the  benefit  of  having  the  contract 
listed  in  one  reporting  category  and  the 
financial  relationship  in  another 
reporting  category  since  they  are  clearly 
related. 

Therefore,  in  drafting  the  required 
disclosure  statement,  a  PSO  should 
address  the  four  statutorily-required 
disclosures  discussed  above  as  aspects 
of  the  separate  obligations  or 
arrangements  that  exist  between  a  PSO 
and  the  provider  with  which  the  PSO  is 
entering  or  has  a  Patient  Safety  Act 
contract.  A  PSO  should  focus  on  clarity 
and  brevity  in  explaining  each 
obligation  in  a  single  paragraph:  A 
sentence  or  two  describing  the  nature  of 
the  obligation,  and  the  remainder  of  the 
paragraph  should  address  each  of  the 
four  required  disclosures  that  are 
present  and  specifically  note  any  of  the 
four  that  are  not. 

As  we  use  the  term,  an  obligation  is 
not  limited  to  services  that  a  PSO 
renders  to  a  provider  (such  as 
developing  information  and  undertaking 
analyses  or  providing  a  service  or 
technical  assistance).  An  obligation 
could  also  reflect  a  PSO’s  relationship 
with  an  investor  or  owner  and  any 
arrangement  that  affects  the  PSO’s 
independence  or  involves  any  of  the 
statutorily-required  disclosures 
described  above.  In  developing  its  list, 
a  PSO  should  not  combine  separate  and 
distinct  obligations  such  as  more  than 
one  contract,  nor  should  it  disaggregate 
a  single  obligation.  For  example,  if  a 
PSO  undertakes  technology  assessments 
and  has  three  separate  contracts  for 
different  assessments,  these  would  be 
three  separate  obligations  and  should  be 
reported  separately.  On  the  other  hand, 
an  obligation  that  has  more  than  one 
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task,  such  as  providing  assistance  in 
implementing  and  evaluating  a  process 
improvement,  should  only  be  listed 
once;  we  are  not  suggesting  that  PSOs 
report  separately  on  the  different 
elements  of  a  single  unified  project. 

To  apply  these  concepts,  consider  a 
hospital  that  was  one  of  five  hospitals 
that  invested  in  the  creation  of  a  PSO 
and  the  hospital  subsequently  enters  a 
Patient  Safety  -Act  contract  with  the 
PSO.  If  this  investment  is  the  only 
obligation  other  than  the  Patient  Safety 
Act  contract  that  exists  between  the  PSO 
and  the  provider,  the  PSO’s  disclosure 
statement  would  include  only  one 
obligation  and  it  could  be  described  in 
a  single  paragraph.  Within  that 
paragraph,  the  PSO  should 
systematically  address  the  required 
statutory  disclosures  or  note  that  they 
are  not  present.  In  addressing  financial 
relationships,  the  PSO  should  not 
include  the  amount  of  the  investment  or 
specific  terms.  In  this  case,  the  required 
paragraph  would  describe  the  essential 
nature  of  the  financial  relationship,  e.g., 
it  is  a  loan  requiring  repayment  over  X 
years;  it  is  a  long-term  investment 
requiring  the  payment  of  dividends, 
etc.,  whether  it  was  formalized  by  a 
contract,  whether  a  reporting 
relationship  exists,  e.g.,  the  provider  has 
access  to  internal  quarterly  financial 
statements  not  available  to  other 
providers,  and  whether  the  obligation 
gives  the  provider  any  ability  to  control 
or  manage  the  PSO’s  operations,  e.g.,  the 
provider  has  a  seat  on  the  board  or 
review  or  veto  authority  over  new 
clients,  specific  contracts,  budgets,  staff 
hiring,  etc. 

If  the  PSO  is  a  subsidiary  of  a  health 
system,  the  paragraph  could  indicate 
that  PSO  is  a  subsidiary  of  the  provider, 
the  provider  is  the  primary  source  of 
revenue  for  the  component  PSO,  the 
types  of  internal  PSO  information  to 
which  the  provider  has  access,  e.g.,  all 
financial,  personnel,  administrative 
internal  information,  and  that  the 
provider  manages  or  controls  (or  has 
review  and  approval  authority)  of  day- 
to-day  decision-making,  hiring  and 
firing  decisions,  etc.  By  incorporating 
the  required  statutory  disclosures  into  a 
succinct  discussion  of  the  obligations 
that  a  PSO  has  with  this  provider,  we 
anticipate  that  the  descriptions  will  be 
more  comprehensible. 

Part  II  of  a  disclosure  statement  must 
describe  why  or  how  the  PSO,  given  the 
disclosures  in  part  I,  can  fairly  and 
accurately  perforUi  patient  safety 
activities.  The  PSO  must  address:  The 
policies  and  procedures  that  the  PSO 
has  in  place  to  ensure  adherence  to 
professional  analytic  standards  and 
objectivity  in  the  analyses  it  undertakes: 


and  any  other  policies,  procedures,  or 
agreements  that  ensure  that  the  PSO  can 
fairly  and  accurately  perform  patient 
safety  activities. 

Section  3.102(d){2)(iii)  of  the  rule 
retains  the  deadlines  for  submission  of 
disclosure  statements  that  were 
included  in  the  proposed  rule. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  that 
we  exempt  a  PSO  with  fewer  than  5 
clients  from  releasing  the  names  of  its 
clients. 

Response:  We  note  that  a  PSO  never 
has  to  reveal  the  names  of  its  clients 
(providers)  as  long  as  the  PSO  does  not 
have  the  other  types  of  relationships 
described  in  this  subsection  with  those 
providers.  However,  when  such 
relationships  are  present,  the  statute 
does  not  provide  authority  for  us  to 
create  such  exceptions. 

Comment:  One  commenter  asked  that 
we  clarify  that  the  required  disclosures 
can  be  made  in  a  way  that  the  PSO  does 
not  breach  the  confidentiality 
requirements  that  may  be  a  part  of 
another  contractual  arrangement  with  a 
contracting  provider. 

Response:  The  Department  cannot 
make  a  definitive  statement  that  such 
confidentiality  agreements  can  always 
be  honored;  this  requires  a  case-by-case 
determination.  A  PSO  is  encouraged  to 
discuss  the  issue  with  AHRQ  staff 
before  submitting  a  disclosure 
statement.  As  noted  above,  the  agency’s 
public  disclosures  are  constrained  by  18 
U.S.C.  1905,  but  agency  officials  have 
some  discretion  with  respect  to 
determining  what  information  would  be 
restricted  under  that  statute.  We  note 
also  that  the  agency  has  the  discretion 
to  deny  Freedom  of  Information  Act 
requests  for  information  it  regards  as 
confidential  commercial  information  (5 
U.S.C.  552(b)(4)).  Agency 
determinations  will  be  assisted  by 
explanations  of  what  is  viewed  by  a 
submitter  as  confidential  commercial 
information  and  the  reasons  why  that  is 
the  case. 

Comment:  One  commenter  posed  a 
series  of  questions  related  to  an  entity 
that  seeks  listing  that  receives  general 
membership  dues  or  assessments,  i.e., 
whether  such  general  dues  or 
assessments  would  be  considered 
financial  relationships  and,  therefore, 
require  the  filing  of  disclosure 
statements.  The  commenter  also  asked  if 
disclosure  of  such  membership  dues  or 
assessments  is  required  under  any  other 
section  of  the  rule. 

Response:  The  Department  has 
determined  that  membership  dues  or 
general  assessments  applied  to  all 
members  do  not  constitute  “financial 


relationships”  between  a  provider  and  a 
PSO.  There  is  no  other  section  of  the 
rule  that  would  require  disclosure  of 
membership  dues  or  assessments. 

Before  seeking  listing,  however,  a 
membership  organization  should 
carefully  assess  whether  it  meets  the 
statutory  requirement  that  its  primary 
activity  must  be  the  conduct  of  activities 
to  improve  patient  safety  and  the  quality 
of  health  care  delivery. 

2.  Section  3.104 — Secretarial  Actions 

(A)  Section  3.104(a) — Actions  in 
Response  to  Certification  Submissions 
for  Initial  and  Continued  Listing  as  a 
PSO 

Proposed  Rule:  Section  3.104(a) 
described  the  actions  that  the  Secretary  ■ 
could  and  will  take  in  response  to  the 
certification  material  submitted  for 
initial  or  continued  listing  as  a  PSO.  We 
proposed  that,  in  making  a  listing 
determination,  the  Secretary  would 
consider  the  submitted  certifications, 
issues  related  to  the  history  of  the 
entity,  and  any  findings  by  the  Secretary 
regarding  disclosure  statements.  The 
proposed  rule  also  included  authority 
for  the  Secretary,  under  certain 
circumstances,  to  condition  the  listing 
of  a  PSO.  We  did  not  propose  a  deadline 
for  Secretarial  review  of  certifications 
submitted,  but  noted  that  we  expect  the 
Secretary  to  be  able  to  conclude  review 
within  30  days  of  receipt  unless 
additional  information  or  assurances  are 
required. 

Overview  of  Public  Comments:  We 
received  several  comments  pertaining  to 
this  section.  One  comment  endorsed  the 
proposed  provision.  Another  requested 
that  we  modify  the  rule  to  require 
Secretarial  action  within  60  days.  A 
third  commenter  recommended  that  the 
Secretary  establish  timetables  for  all 
actions  and  opposed  open-ended 
timeframes. 

Final  Rule:  We  have  retained  the  text 
from  the  proposed  rule  with  two 
modifications.  The  text  of 
§  3.104(a)(l)(iii)  of  the  proposed  rule 
stated  that  the  Secretary  may  require 
conditions  for  listing  as  part  of  his 
review  of  disclosure  statements 
submitted  pursuant  to  §  3.102(d)(2):  that 
text  has  been  retained.  We  also  noted  in 
the  preamble  discussing  proposed 
§  3.104(a)  that  there  may  be  certain 
circumstances  in  which  the  Secretary 
determines  that  it  would  not  be  prudent 
to  rely  solely  on  the  certifications  for 
listing  submitted  by  an  entity  that  was 
previously  revoked  and  delisted  for 
cause  or  previously  refused  listing  by 
the  Secretary.  In  such  limited 
circumstances,  we  suggested  the 
Secretary  may  seek  additional 
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assurances  from  the  PSO  that  would 
increase  the  Secretary’s  confidence  that, 
despite  the  history  of  the  entity  and  its 
officers  and  senior  staff,  the  entity  could 
now  be  relied  upon  to  comply  with  its 
statutory  and  regulatory  obligations.  To 
reflect  the  potential  need  for  assurances 
in  such  cases,  and  to  better  align  the  text 
with  the  preamble  discussion  of  the 
proposed  rule,  we  have  modified  the 
text  of  §  3.104(aKl)(iii)  to  permit  the 
Secretary  to  condition  the  listing  of  a 
PSO  in  this  limited  circumstance  to 
ensure  that  such  a  PSO  honors  the 
assurances  it  makes  in  seeking  listing. 

The  second  change  is  a  conforming 
modification  to  the  basis  for  the 
Secretary’s  determination  in 
§  3.104(a)(2),  which  specifically 
recognizes  the  right  of  the  Secretary  to 
take  into  account  any  history  of  or 
current  non-compliance  with 
requirements  of  the  rule  by  officials  and 
senior  managers  of  the  entity.  This 
change  also  mirrors  the  requirement  in 
§  3.102(a)(1)  that  entities  seeking  listing 
inform  the  Secretary  if  their  officials  or 
senior  managers  held  comparable 
positions  in  a  PSO  that  was  delisted  or 
with  an  entity  that  was  denied  listing  by 
the  Secretary. 

We  have  not  accepted  the 
commenter’s  recommendation  to 
establish  a  regulatory  deadline  of  60 
days  for  Secretarial  action.  This  is  a 
novel  initiative  and  without  a  better 
sense  of  the  potential  issues  that  may 
arise,  such  as  when  a  delisted  PSO  seeks 
a  new  listing,  we  are  reluctant  to 
circumscribe  the  flexibility  that  the 
statute  and  the  proposed  rule  provided 
the  Secretary.  In  addition,  the  statute 
requires  an  affirmative  acceptance  and 
listing  action  by  the  Secretary.  Listing 
cannot  occur  as  a  result  of  any  failure 
to  meet  a  deadline.  Accordingly,  we 
have  not  adopted  the  recommendation. 

(B)  Section  3.104(b) — Actions  Regarding 
PSO  Compliance  With  the  Minimum 
Contract  Requirement 

Proposed  Rale:  Section  3.104(b)  of  the 
proposed  rule  stated  that,  after 
reviewing  the  required  notification  fi-om 
a  PSO  regarding  its  compliance  with  the 
minimum  contract  requirement,  the 
Secretary  would,  for  a  PSO  that  attests 
that  it  has  met  the  requirement,  would 
acknowledge  in  writing  receipt  of  the 
attestation  and  include  information  on 
the  list  of  PSOs.  If  the  PSO  notifies  the 
Secretary  that  it  has  not  yet  met  the 
requirement,  or  if  notification  is  not 
received  firom  the  PSO  by  the  required 
date,  the  proposed  rule  stated  that  the 
Secretary  would  promptly  issue  a  notice 
of  a  preliminary  finding  of  deficiency 
and  provide  the  PSO  an  opportunity  for 
correction  that  will  extend  no  later  than 


midnight  of  the  last  day  of  its  applicable 
24-month  assessment  period.  If  the 
Secretary  verifies  that  the  PSO  has  not 
met  the  requirement  by  the  last  day  of 
the  24-month  period,  he  would  issue  a 
notice  of  proposed  revocation  and 
delisting. 

Overview  of  Public  Comments:  We 
received  no  comments  on  this 
subsection. 

Final  Rule:  The  final  rule  incorporates 
the  substance  of  the  NPRM  text  without 
modification  but  restructures  the  text  for 
clarity.  The  restructured  text  clarifies 
that  the  Secretary  will  only  issue  a 
notice  of  a  preliminary  finding  of 
deficiency  after  the  date  on  which  a 
PSO’s  notification  to  the  Secretary  is 
required  by  §  3.102(d)(1). 

(C)  Section  3.104(c) — Actions  Regarding 
Required  Disclosures  by  PSOs  of 
Relationships  With  Contracting 
Providers 

Proposed  Rule:  Section  3.104(c)  of  the 
proposed  rule  stated  that  the  Secretary 
would  evaluate  a  disclosure  statement 
submitted  by  a  PSO  regarding  its 
relationships  with  contracting  providers 
by  considering  the  nature,  significance, 
and  duration  of  the  relationships 
between  the  PSO  and  the  contracting 
provider.  We  sought  public  comment  on 
other  appropriate  factors  to  consider. 
The  statute  requires  disclosure  of  the 
Secretary’s  findings,  and  we  proposed 
public  release,  consistent  with  the 
Freedom  of  Information  Act  and  18 
U.S.C.  1905,  of  PSO  disclosure 
statements  as  well. 

This  proposed  section  also  listed  the 
statutorily  permissible  actions  that  the 
Secretary  could  take  following  his 
review:  Conclude  that  the  disclosed 
relationships  require  no  action  on  his 
part  or,  depending  on  whether  the  entity 
is  listed  or  seeking  listing,  condition  his 
listing  of  the  PSO,  exercise  his  authority 
to  refuse  to  list,  or  exercise  his  authority 
to  revoke  the  listing  of  the  entity.  The 
Secretary  would  notify  each  entity  of  his 
findings  and  decisions. 

Overview  of  Public  Comments:  One 
commenter  suggested  that  our  proposal 
that  the  Secretary  consider  the  nature, 
significance,  and  duration  of  the 
relationship  in  evaluating  the 
relationships  had  no  statutory 
foundation.  Another  commenter 
suggested  that  we  take  into  account 
corrective  action.  Several  commenters 
proposed  that  we  rely  upon  the  inter¬ 
agency  work  group  that  is  assisting 
AHRQ  in  developing  common  formats 
and  definitions  for  reporting  patient 
safety  work  product  to  assist  in 
developing  disclosure  statements.  One 
commenter  suggested  that  we  create  a 
“safe  harbor’’  for  multi-hospital  parent 


organization  systems  that  contract  with 
a  PSO  on  behalf  of  some  or  all  of  its 
hospitals  so  that  a  disclosure  statement 
would  not  be  required,  deeming  that  the 
component  PSO  of  a  multi-hospital 
organization  can  perform  patient  safety 
activities  fairly  and  accmrately.  Another 
suggestion  was  that  the  Secretary  should 
adopt  a  standard  requiring  that  there  be. 
no  conflicts  of  interests. 

Final  Rule:  We  have  retained  much  of 
the  text  from  the  proposed  rule  but  have 
modified  the  paragraph  setting  forth  the 
basis  for  the  Secretary’s  findings 
regarding  disclosure  statements.  In  light 
of  the  comments,  we  have  deleted  the 
reference  to  “nature,  significance,  and 
duration’’  as  not  appropriate  in  every 
circumstance.  The  modification  to  the 
rule  now  requires  the  Secretary  to 
consider  the  disclosures  made  by  the 
PSO  and  an  explanatory  statement  from 
the  PSO  making  the  case  for  why  the 
PSO  can  fairly  and  accurately  perform 
patient  safety  activities. 

We  have  not  adopted  the  other 
suggestions.  As  we  disguss  above,  with 
respect  to  §  3.102(d)(2),  we  agree  with 
the  commenter  that  there  is  little  reason 
for  a  provider  organization  to  exert 
inappropriate  control  over  its 
component  PSO.  At  the  same  time  we 
do  not  believe  the  statute  permits  us  to 
waive  Secretarial  review  under  any  set 
of  circumstances. 

We  do  not  agree  with  commenters 
that  the  common  formats  inter-agency 
work  group  is  the  appropriate  group  to 
address  disclosure  statements.  At  this 
time,  their  informatics  and  clinical 
expertise  and  responsibilities  are  not 
congruent  with  assisting  in  the  design  or 
substantive  requirements  for  disclosure 
statements. 

(D)  Section  3.104(d) — Maintaining  a  List 
of  PSOs 

Proposed  Rule:  The  proposed  rule 
sought  to  incorporate  in  §  3.104(d)  the 
statutory  requirement  that  the  Secretary 
compile  and  maintain  a  list  of  those 
entities  whose  PSO  certifications  have 
been  accepted  and  which  certifications 
have  not  been  revoked  or  voluntarily 
relinquished.  We  proposed  that  the  list 
would  include  information  related  to 
certifications  for  listing,  disclosure 
statements,  compliance  with  the 
minimum  contract  requirement,  and  any 
other  information  required  by  this 
Subpart.  We  noted  that  we  expected  to 
post  this  information  on  the  AHRQ  PSO 
Web  site,  and  sought  comment  on 
whether  there  are  specific  types  of 
information  that  the  Secretary  should 
consider  posting  routinely  on  this  Web 
site  for  the  benefit  of  PSOs,  providers, 
and  other  consumers  of  PSO  services. 
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Overview  of  Public  Comments:  In 
addition  to  the  list  in  the  proposed  rule, 
several  commenters  urged  that  we  post 
the  contact  information  for  the  parent 
organizations,  subsidiaries,  and 
affiliates,  a  list  of  states  in  which  the 
parent  organization  does  business,  and 
the  business  objectives  of  the  parent 
organizations,  and  whether  each  parent 
organization  is  for-profit  or  not-for- 
profit. 

Two  commenters  suggested  that  the 
Secretary’s  guidance  on  common 
reporting  formats  and  definitions  should 
be  available  on  the  PSO  Web  site.  One 
commenter  urged  that  the  final  rule  and 
contact  information  for  AHRQ  staff 
should  also  be  available  there.  Another 
commenter  suggested  that,  since  AHRQ 
works  with  PSOs,  the  value  to 
prospective  providers  would  be 
increased  if  we  posted  information  on 
areas  of  specialization  of  individual 
PSOs  and  use  the  Web  site  as  one  tool 
for  facilitating  confirming  analyses  by 
other  PSOs  of  initial  work. 

Final  Rule:  The  final  rule  incorporates 
the  proposed  rule  text  without 
modification.  We  have  not  modified  the 
text  of  the  rule  because  most  of  the 
recommendations  relate  to  information 
that  AHRQ  will  be  receiving  or 
producing  for  PSOs  and  can  be  posted 
to  the  Web  site  without  additions  or 
changes  to  the  rule  text. 
Recommendations  to  post  information 
related  to  AHRQ  staff  and  the  final  rule 
can  be  done  without  regulation  as  well. 
As  AHRQ  provides  technical  assistance 
to  PSOs  and  works  with  the  provider 
community  to  encourage  the  use  of  PSO 
services,  we  expect  to  publish 
information  on  the  Web  site  that  PSOs 
and  the  provider  community  request.  In 
addition,  the  names  and  contact 
information  of  parent  organizations  of 
component  PSOs  and  other  information 
submitted  at  listing  will  be  posted  in 
accordance  with  the  proposed  rule  text. 

Commenters  urged  us  to  post  some 
information  that  we  have  no  plans  to 
collect,  and,  therefore,  we  have  not 
accepted  their  recommendations.  Most 
of  these  recommendations  related  to  the 
business  objectives,  or  the  for-profit  or 
not-for-profit  status  of  parent 
organizations  of  component  PSOs.  In 
our  view,  requiring  component 
organizations  to  submit  such 
information  would  be  burdensome  and 
unnecessary.  Providers  will  be  able  to 
find  that  information  by  using  the 
published  contact  information  on  PSOs 
and  parent  organizations. 

(E)  Section  3.104(e) — Three-Year  Period 
of  Listing 

Proposed  Rule:  Section  3.104(e) 
proposed  that  listing  as  a  PSO  would  be 


for  three  years,  unless  the  Secretary 
revokes  the  listing  or  the  PSO 
voluntarily  relinquished  its  status.  We 
also  proposed  that  the  Secretary  would 
send  a  written  notice  of  imminent 
expiration  to  a  PSO  no  later  than  45 
calendar  days  before  its  listing  expires 
if  the  Secretary  has  not  received  a 
certification  seeking  continued  listing. 
We  sought  comment  on  a  requirement 
that  the  Secretary  publicly  post  the 
names  of  PSOs  to  which  a  notice  of 
imminent  expiration  has  been  sent. 

Overview  of  Public  Comments: 
Commenters  were  virtually  unanimous 
that,  at  the  time  we  send  a  PSO  a  notice 
of  imminent  expiration,  we  should  post 
similar  information  on  the  AHRQ  PSO 
website.  Several  commenters  suggested 
that  PSOs  should  be  required  to  notify 
providers  that  the  PSO  has  received  a 
notice  of  imminent  expiration  and 
expressing  concerns  about  the  time 
needed  for  providers  to  make  alternative 
arrangements.  One  commenter 
suggested  that  notice  to  providers 
should  be  a  part  of  the  contract  with  the 
PSO.  Another  suggested  that  the 
Department  establish  an  email  listserv 
that  providers  could  join  for  alerts  such 
as  this.  One  commenter  opposed  public 
notice  and  one  expressed  conditional 
support,  provided  the  Department 
ensured  the  accuracy  of  the  information 
on  the  Web  site. 

Final  Rule:  We  have  modified  and 
redrafted  §  3.104(e)  of  the  final  rule.  The 
final  rule  retains  the  proposed  provision 
that  the  period  of  listing  will  be  for 
three  years,  unless  revoked  or 
relinquished.  The  first  modification  is 
that  this  section  now  explicitly  provides 
for  the  automatic  expiration  of  a  PSO’s 
listing  at  the  end  of  three  years,  unless 
the  Secretary  approves  its  certification 
for  continued  listing  before  the  date  of 
expiration.  By  incorporating  this 
modification  and  making  the  process 
automatic,  we  have  been  able  to 
eliminate  the  proposal  in  §  3.108(c)  for 
a  process  we  termed  “implied  voluntary 
relinquishment.”  In  comparison  with 
the  proposed  rule  approach,  which 
required  the  Secretary  to  take 
affirmative  action  to  delist  a  PSO  that  let 
its  certifications  lapse,  this  automatic 
approach  simplifies  the  administrative 
process. 

We  have  modified  subparagraph 
3.104(e)(2)  in  two  ways.  We  will  send  a 
PSO  a  notice  of  imminent  expiration 
even  earlier — at  least  60  days  rather 
than  45  days — before  its  certifications 
expire.  We  adopted  the  earlier 
notification  date  in  response  to  general 
concerns  reflected  in  the  comments 
about  the  time  a  provider  needed  to 
make  alternative  arrangements  and  to 
ensure  sufficient  time  for  the  Secretary 


to  review  and  make  a  determination 
regarding  certifications  for  continued 
listing.  The  second  modification 
incorporates  our  proposal  to  post  a 
notice  on  the  AHRQ  PSO  website,  for 
which  commenters  expressed  strong 
support.  In  combination,  we  expect 
these.modifications  will  provide  both 
the  PSO  and  the  providers  from  which 
it  receives  data  sufficient  notice  that  the 
entity’s  period  of  listing  is  drawing  to  a 
close. 

We  have  not  incorporated  the 
recommendation  to  require  PSOs 
receiving  the  notice  to  contact  all 
providers.  We  expect  most  providers 
and  PSOs  to  take  advantage  of  AHRQ’s 
existing  listserv  that  will  provide 
electronic  notice  to  all  subscribers  when 
a  notice  such  as  this  is  posted  on  the 
AHRQ  PSO  website.  Providers  will  also 
be  able  to  sign  up  on  the  web  site  to 
receive  individual  emails  if  their  PSO 
becomes  delisted.  In  this  way,  we  can  be 
assured  that  notification  is  sent  to,  and 
received  by,  all  interested  parties. 

(F)  Section  3.104(f) — Effective  Date  of 
Secretarial  Actions 

Proposed  Rule:  The  proposed  rule  in 
section  3.104(f)  states  that,  unless 
otherwise  specified,  the  effective  date  of 
each  action  by  the  Secretary  would  be 
specified  in  the  written  notice  that  is 
sent  to  the  entity.  We  noted  that  the 
Department  anticipates  sending  notices 
by  electronic  mail  or  other  electronic 
means  in  addition  to  a  hard  copy 
version.  We  also  pointed  out  that  for 
listing  and  delisting  decisions,  the 
Secretary  would  specify  both  an 
effective  time  and  date  for  such  actions 
in  the  written  notice  to  ensure  clarity 
regarding  when  information  received  by 
the  entity  will  be  protected  as  patient 
safety  work  product. 

Overview  of  Public  Comments:  We 
received  no  public  comments  on  this 
subsection. 

Final  Rule:  The  final  rule  incorporates 
the  proposed  rule  text  without 
modification. 

3.  Section  3.106 — Security 
Requirements 

Proposed  Rule:  Section  3.106  of  the 
proposed  rule  outlined  a  framework 
consisting  of  four  categories  for  the 
security  of  patient  safety  work  product 
that  PSOs  would  consider  in  developing 
policies  and  procedures  for  the 
protection  of  data.  Because  §  3.106 
contains  only  two  subsections  and  we 
received  few  comments,  we  will  discuss 
both  subsections  of  the  rule  together. 

Section  3.106(a)  proposed  that  the 
security  requirements  of  this  section 
would  apply  to  each  PSO,  its  workforce 
members,  and  its  contractors  whenever 
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the  contractors  hold  patient  safety  work 
product.  If  contractors  cannot  meet 
these  security  requirements,  we 
proposed  that  their  tasks  be  performed 
at  locations  at  which  the  PSO  can  meet 
these  requirements.  We  stated  that  the 
rule  does  not  impose  these  requirements 
on  providers;  this  Subpart  would  only 
apply  to  PSOs. 

Proposed  §  3.106(b)  would  have 
established  a  framework  consisting  of 
four  categories  for  the  security  of  patient 
safety  work  product  that  a  PSO  must 
consider.  We  proposed  that  each  PSO 
develop  appropriate  and  scalable 
standards  that  are  suitable  for  the  size 
and  complexity  of  its  organization. 

The  four  categories  of  the  framewmrk 
wmuld  have  included:  Security 
management  issues  (documenting  its 
security  requirements,  ensuring  that  its 
workforce  and  contractors  understand 
the  requirements,  and  monitoring  and 
improving  the  effectiveness  of  its 
policies  and  procedures):  separation  of 
systems  (required  physical  separation  of 
patient  safety  work  product,  appropriate 
disposal  or  sanitization  of  media,  and 
preventing  physical  access  to  patient 
safety  work  product  by  unauthorized 
users  or  recipients);  security  control  and 
monitoring  controls  (ability  to  identify 
and  authenticate  users,  an  audit 
capacity  to  detect  unlawful, 
unauthorized,  or  inappropriate 
activities,  and  controls  to  preclude 
unauthorized  removal,  transmission  or 
disclosures);  and  policies  and 
procedures  for  periodic  assessment  of 
the  effectiveness  and  weaknesses  of  its 
overall  approach  to  security  (determine 
when  it  needs  to  undertake  risk 
assessment  exercises  and  specify  how  it 
would  assess  and  adjust  its  procedures 
to  ensure  the  security  of  its 
communications  involving  patient 
safety  work  product  to  and  from 
providers  and  other  authorized  parties). 

Overview  of  Public  Comments:  There 
were  no  public  comments  that 
specifically  addressed  §  3.106(a)  of  the 
rule.  Commenters  focused  instead  on 
the  overall  security  framework 
established  by  §  3.106(b).  The  majority 
of  commenters  supported  the  proposed 
requirements  and  emphasized  the 
concepts  of  scalability  and  flexibility 
that  w'ere  reflected  in  the  proposed  rule. 
Two  commenters  urged  the  Department 
to  adopt  the  HIPAA  Security  Rule 
instead.  Another  commenter  suggested 
that  the  final  rule  should  emphasize  the 
need  for  PSOs  to  maintain  up-to-date 
security  processes  and  urged  that  the 
final  rule  specifically  recognize  that 
PSOs  can  include  HIPAA  Security  Rule 
requirements  in  their  business  associate 
contracts  with  providers  that  are 
covered  entities. 


While  there  were  few  comments 
overall  on- this  section  of  the  rule,  the 
specific  provision  that  elicited  the  most 
concern  was  the  requirement  in 
§  3.106(b)(2)  that  patient  safety  work 
product  needed  to  be  maintained 
securely  separate  from  other  systems  of 
records.  As  discussed  above  with 
respect  to  obligations  of  component 
organizations,  commenters  expressed 
concern  regarding  the  potential  burden 
of  such  a  requirement  and  several 
pointed  to  the  analytic  benefits  of  being 
able  to  readily  merge  data  sets  for 
specific  analyses.  It  was  recommended 
that  the  final  rule  permit  the  patient 
safety  work  product  and  non-patient 
safety  work  product  to  be  stored  in  the 
same  database  as  long  as  the  security 
requirements  are  implemented  for  the 
database  as  a  whole. 

Another  commenter  pointed  to  the 
confusion,  inconsistency,  and  errors 
that  were  likely  to  result  from  the  rule 
text  in  which  each  paragraph  began 
with  the  words  that  a  PSO  “must 
address”  each  security  issue  within  the 
framework  while  introductory 
paragraph  (b)  indicated  that  PSOs 
merely  needed  to  “consider”  the 
security  framework. 

Final  Rule:  We  hav'^e  modified  the  text 
of  §  3.106  both  to  improve  its  clarity  in 
non-substantive  ways  and  to  incorporate 
several  substantive  modifications  in 
response  to  the  comments  we  received. 
The  changes  to  §  3.106(a)  are  for  clarity. 
For  uniformity  and  brevity,  throughout 
§  3.106,  we  have  standardized 
references  regarding  the  application  of 
security  requirements  to  the  “receipt, 
access,  and  handling”  of  patient  safety 
work  product.  The  rule  text  defines 
“handling”  of  patient  safety  work 
product  as  including  its  processing, 
development,  use,  maintenance,  storage, 
removal,  disclosure,  transmission  and 
destruction. 

We  have  incorporated  several 
modifications  to  the  text  of  §  3.106(b). 
We  have  both  simplified  the  text  of  the 
opening  paragraph  of  this  subsection 
and  substituted  the  requirement  that 
“PSOs  must  have  written  policies  and 
procedures  that  address”  for  the 
language  of  the  proposed  rule  that  stated 
the  “PSO  must  consider.”  We  agree 
with  the  commenter  that  retention  of  the 
proposed  rule  language  would  create 
confusion  regarding  what  is  required  of 
a  PSO.  By  retaining  the  language  that 
permits  a  PSO  to  develop  specific 
standards  that  address  the  security 
framework  in  this  section  with 
standards  that  are  appropriate  and 
scalable,  we  intend  to  retain  flexibility 
for  PSOs  to  determine  how  they  will 
address  each  element  of  the  security 
framework. 


The  most  significant  substantive 
change  in  the  security  framewmrk  is  in 
§  3.106(b)(2),  which  had  required  the 
separation  of  patient  safety  work 
product  from  non-patient  safety  work 
product  at  all  times.  Based  on  comments 
received,  we  have  modified  both  the 
title  of  §  3.106(b)(2)  and  the  text  of 
§3.106(b)(2)(i).  Section  3.106(b)(2)  is 
now  entitled  “Distinguishing  Patient 
Safety  Work  Product,”  rather  than 
“Separation  of  Systems,”  and 
§  3.106(b)(2)(i)  recognizes  that  the 
security  of  patient  safety  work  product 
can  be  maintained  either  when  patient 
safety  work  product  is  maintained 
separately  from  non-patient  safety  work 
product  or  when  it  is  co-located  with 
non-patient  safety  work  product, 
provided  that  the  patient  safety  work 
product  is  distinguishable.  This  will 
ensure  that  the  appropriate  form  and 
level  of  security  can  be  maintained.  This 
change  responds  to  several  comments 
that  opposed  the  absolute  requirement 
for  separation  in  the  proposed  rule. 

While  we  have,  thus,  allowed  greater 
procedural  flexibility,  we  caution  PSOs 
to  be  attentive  to  ensuring  that  patient 
safety  work  product  remains 
distinguishable  at  all  times  if  it  is  not 
kept  separated.  To  the  extent  that 
patient  safety  work  product  becomes  co¬ 
mingled  with  non-protected 
information,  there  is  increased  risk  of 
impermissible  disclosures  and 
violations  of  the  confidentiality 
requirements  of  the  rule  and  the  Patient 
Safety  Act. 

We  have  also  eliminated  a  reference 
to  a  PSO  determination  of 
appropriateness  that  was  in  the  text  of 
the  proposed  rule  in  §  3.106(b)(4)(i)  as 
redundant,  since  the  rule  permits  a  PSO 
to  develop  appropriate  and  scalable 
standards  for  each  element  of  the 
security  framework,  including  this 
element. 

Given  the  strong  support  for  our 
flexible  and  scalable  framework,  we 
have  not  adopted  recommendations  of 
two  commenters  to  substitute  the 
HIPAA  Security  Rule  for  these 
provisions.  We  would  expect  that  PSOs 
that  are  familiar  with,  and  have  existing 
rules  that  implement,  the  HIPAA 
Security  Rule  will  incorporate  those 
standards  as  appropriate,  when  they 
develop  their  written  policies  and 
procedures  to  implement  security  for 
the  patient  safety  work  product  they 
receive,  access  and  handle.  The  security 
framework  presented  here  does  not 
impose  any  limitations  on  the  ability  of 
PSOs  to  incorporate  or  address 
additional  security  requirements  or 
issues  as  the  PSO  determines  to  be 
appropriate.  The  flexible  approach  we 
have  adopted  should  minimize  the 
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potential  for  conflict  with  the 
requirements  of  other  programs.  By 
taking  advantage  of  this  flexibility,  and 
ensuring  that  its  security  requirements 
also  address  the  requirements  of  the 
HIPAA  Security  Rule,  a  PSO  should  be 
able  to  meet  its  obligations  as  a  business 
associate  of  any  provider  that  is  also  a 
“covered  entity”  under  HIPAA 
regulations. 

4.  Section  3.108 — Correction  of 
Deficiencies,  Revocation  and  Voluntary 
Relinquishment 

Section  3.108  establishes  the 
processes  and  procedures  related  to 
correction  of  deficiencies,  revocation, 
and  voluntary  relinquishment.  Section 
3.108(a)  establishes  the  processes  and 
procedures  for  correction  of  deficiencies 
by  PSOs  and,  when  deficiencies  have 
not  been  timely  corrected,  the  process 
leading  to  a  decision  by  the  Secretary  to 
revoke  his  acceptance  of  the  entity’s 
certification  and  delist  a  PSO.  Section 
3.108(b)  sets  forth  the  actions  that  the 
Secretary  and  a  PSO  must  take 
following  a  decision  by  the  Secretary  to 
revoke  his  acceptance  of  the  entity’s 
certification  and  delist  the  entity. 
Section  3.108(c)  establishes  the  process 
by  which  an  entity  can  voluntarily 
relinquish  its  status  as  a  PSO.  Section 
3.108(d)  requires  publication  of  notices 
in  the  Federal  Register  whenever  an 
entity  is  being  removed  from  listing. 
New  §  3.108(e)  establishes  an  expedited 
process  for  revoking  the  Secretary’s 
acceptance  of  the  entity’s  certification 
under  certain  circumstances. 

(A)  Section  3.108(a) — Process  fqr 
Correction  of  a  Deficiency  and 
Revocation 

Proposed  flu/e:  Section  3.108(a)  listed 
in  paragraph  (a)(1)  the  circumstances 
that  could  lead  to  revocation  and 
delisting  and  the  remaining  subsections 
set  forth  our  proposed  process  for 
correction  by  a  PSO  of  a  deficiency 
identified  by  the  Secretary  and,  if  the 
deficiencies  are  not  timely  corrected  or 
cannot  be  “cured,”  the  process  that 
could  lead  to  the  revocation  and 
delisting.  We  review  the  entirety  of 
§  3.108(a)  here. 

Once  tlie  Secretary  believes  that  a 
PSO  is  deficient  in  meeting  its 
requirements,  proposed  §  3.108(a)(2) 
outlined  the  processes  he  would  follow. 
First,  the  Secretary  would  send  a 
written  notice  of  a  preliminary  finding 
of  deficiency;  the  contents  of  the 
deficiency  notice  are  specified  in  the 
rule.  Following  receipt  of  the  notice,  a 
PSO  would  have  14  days  to  correct  the 
record  by  submitting  evidence  that  the 
information  on  which  the  preliminary 
finding  had  been  based  was  factually 


incorrect.  The  Secretary  could  then 
withdraw  the  notice  or  require  the  PSO 
to  proceed  with  correction.  The 
preamble  sought  comment  on  whether 
there  should  be  an  expedited  revocation 
process  when  deficiencies  are  not,  or 
cannot,  be  cured.  Public  comment  and 
the  provisions  of  the  final  rule  are 
discussed  below  in  new  subsection  (e), 
expedited  revocation. 

Following  the  correction  period, 
proposed  §  3.108(a)(3)  would  have 
required  the  Secretary  to  determine 
whether  a  deficiency  has  been 
corrected.  The  Secretary  could 
determine:  (1)  The  deficiency  is 
corrected  and  withdraw  the  notice  of 
deficiency;  (2)  additional  time  for,  or 
modification  of,  the  required  corrective 
action  is  warranted;  or  (3)  the  deficiency 
is  not  corrected,  the  PSO  has  not  acted 
with  reasonable  diligence  or  timeliness, 
and  issue  a  Notice  of  Proposed 
Revocation  and  Delisting. 

Section  3.108(a)(4)  would  have 
provided  an  automatic  30  calendar  day 
period,  unless  waived  by  the  PSO,  for  it 
to  respond  in  writing  to  the  proposed 
revocation  and  delisting.  If  a  PSO  fails 
to  submit  a  written  response,  the 
Secretary  would  revoke  his  acceptance 
of  its  certification,  and  delist  the  entity. 
After  review  of  the  response  and  other 
relevant  information,  §  3.108(a)(5) 
proposed  that  the  Secretary  could 
affirm,  reverse,  or  modify  the  notice  of 
proposed  revocation  and  delisting,  and 
notify  the  PSO  in  writing  of  his  decision 
with  respect  to  any  revocation  of  his 
prior  acceptance  of  its  certification  and 
delisting.  We  noted  that  the  proposed 
rule  did  not  include  an  administrative 
process  for  appealing  the  Secretary’s 
decision  to  revoke  his  acceptance  of  the 
entity’s  certification  and  delist  a  PSO, 
and  specifically  sought  public  comment 
on  our  approach. 

Overview  of  Public  Comments: 
Commenters  focused  on  the  due  process 
aspects  of  subsection  (a).  While  most 
commenters  commended  the  proposed 
rule  for  its  focus  on  working  with  PSOs 
to  resolve  deficiencies  and  its  inclusion 
of  due  process  elements  throughout  the 
process,  the  commenters  recommended 
that  the  final  rule  incorporate  an 
additional  opportunity  for  an 
administrative  appeal  of  a  revocation 
and  delisting  decision  and  expressed 
concern  that  the  final  rule  should  not 
limit  the  due  process  rights  and 
opportunities  that  had  been  proposed. 

For  example,  while  several 
commenters  endorsed  our  overall 
approach,  no  commenter  specifically 
stated  agreement  with  our  decision  not 
to  include  an  administrative  appeal 
mechanism  following  a  decision  by  the 
Secretary  to  revoke  his  acceptance  of  the 


entity’s  certification  and  delist  a  PSO  for 
cause.  The  eight  commenters  that 
specifically  addressed  the  issue 
recommended  inclusion  of  such  a 
mechanism. 

Final  Rule:  The  final  rule  incorporates 
only  technical  modifications  to  the  text 
of  subsection  3.108(a).  The  deletion  of 
text  in  §  3.108(a)(l)(ii)  is  intended  to 
clarify  that  the  basis  for  revocation  and 
delisting  matches  our  intent  in  the 
proposed  rule,  i.e.,  the  failure  to  meet 
the  two-oontract  requirement,  not  the 
failure  to  timely  notify  the  Secretary 
that  the  requirement  bad  been  met.  In 
addition,  we  have  incorporated  a  related 
new  §  3.108(e)  that  establishes  a  new 
expedited  revocation  process  to  be  used 
in  exceptional  circumstances. 

Despite  the  strong  support  by 
commenters  that  we  incorporate  in  the 
final  rule  an  opportunity  for  an 
administrative  apjieal  when  the 
Secretary  decides  to  revoke  his 
acceptance  of  a  PSO’s  certification  and 
delist  a  PSO  for  cause,  we  have  not 
modified  the  rule.  The  process 
described  in  §  3.108(a)  permits  an  early 
response  to  findings  of  deficiency  and 
where  facts  cited  by  the  Secretary  are 
correct,  the  process  emphasizes  the 
Department  will  work  with  PSOs  to 
correct  deficiencies,  rather  than 
punishing  PSOs  for  deficiencies.  Given 
the  flexibility  and  extensive  nature  of 
the  communication  and  correction 
opportunities  and  procedures  outlined 
in  3.108(a),  we  expect  that  the 
revocation  process  will  be  utilized 
rarely,  and  only  after  significant  efforts 
have  been  made  to  bring  a  PSO  back 
into  compliance.  However,  if  a  PSO  is 
not  working  with  us  in  good  faith  to 
correct  any  remaining  deficiencies, 
there  must  be  a  timely  finality  to  the 
process.  For  this  system  to  work, 
providers  must  have  confidence  that  the 
Department  will  act  in  a  timely  manner 
when  a  PSO  chooses  not  to  meet  its 
statutory  and  regulatory  obligations. 

Response  to  Other  Public  Comments 

Comment:  One  commenter 
recommended  that  the  rule  provide 
some  degree  of  transparency  regarding 
PSOs  that  have  received  notice  of 
deficiencies  by  posting  some  limited 
information  about  this  on  the  PSO  Web 
site. 

Response:  The  Department  gave 
careful  consideration  to  this  comment 
because  of  our  overall  commitment  to 
providing  transparency  wherever 
possible.  Our  conclusion  is  that  we  will 
not  post  information  on  deficiencies 
because  of  our  concern  that  this  will 
undermine  another  of  our  objectives, 
which  is  to  promote  and  permit 
correction  of  deficiencies  in  a  non- 
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punitive  manner.  Providers  considering 
entering  a  contract  with  a  specific  PSO 
are,  of  course,  free  to  seek  information 
from  the  PSO  regarding  whether  it  has 
received  deficiency  notices  and  is 
currently  under  an  obligation  to  take 
corrective  actions. 

Comment:  Another  commenter 
suggested  that  the  final  rule  specifically 
recognize  the  authority  of  the  Secretary, 
if  warranted  by  the  circumstances  that 
led  to  the  delisting  of  a  PSO,  to  debar 
the  entity  from  seeking  a  new  listing  for 
a  period  of  time. 

Response:  We  have  not  adopted  this 
specific  suggestion,  but  we  note  that  the 
Secretary'  is  not  required  to  relist  an 
entity  automatically.  The  Secretary  can 
and  will  take  into  account  the  reasons 
for  the  revocation  and  delisting  and  the 
entity’s  compliance  with  its  obligations 
following  revocation  and  delisting. 

Comment:  Several  commenters 
suggested  that  the  period  of  time 
provided  to  the  PSO  to  submit  a  written 
response  to  a  notice  of  proposed 
revocation  and  delisting  should  be 
expanded  from  30  days  to  45  days. 

Response:  We  have  not  accepted  this 
recommendation.  We  recognize  the 
importance  of  striking  a  balance 
between  providing  an  entity  sufficient 
time  to  respond  to  such  a  notice  and 
ensuring  that  providers  can  have 
confidence  that  the  Department  will  act 
in  a  timely  manner  when  a  PSO  do  not 
meet  its  obligations.  It  is  important  to 
realize  that  by  the  time  the  PSO  receives 
a  notice  of  proposed  revocation  and 
delisting  under  the  process  set  forth  in 
§  3.108(a)(3),  the  Department  has 
already  worked  with  the  PSO  to  correct 
the  deficiencies  and  has  indicated 
remaining  problems  so  the  PSO  will 
have  reason  to  anticipate  any  such 
notice  of  proposed  revocation  in 
advance  of  its  issuance.  Thus  the  PSO, 
realistically,  will  have  more  than  30 
days  to  prepare  its  response  to  a 
proposed  revocation. 

Comment:  One  commenter  suggested 
that,  if  the  Secretary  determines  that  the 
PSO  has  conflicts  of  interest,  this  should 
serve  as  a  basis  for  proceeding  directly 
to  revocation. 

Response:  The  Department  recognizes 
the  commenter’s  underlying  point  that 
conflicts  of  interest  may,  in  fact,  not  be 
curable  and  thus,  in  certain 
circumstances,  may  warrant  proceeding 
directly  to  revocation.  To  the  extent  that 
such  a  conflict  of  interest  provides  a 
basis  for  the  Secretary  determining  that 
continued  listing  would  have  serious 
adverse  consequences,  we  could  address 
it  under  §  3.108(e),  the  subslection 
establishing  the  new  expedited 
revocation  process.  We  should  note  that, 
in  crafting  that  new  authority,  the 


Department  believed  that  it  had  an 
obligation  to  establish  a  process  for  truly 
exceptional  circumstances.  We  do  not 
intend  to  use  this  authority  as  a 
substitute  for  the  normal  process 
established  by  subsection  (a).  Thus,  if  a 
conflict-of-interest  does  not  raise  the 
prospect  of  serious  adverse 
consequences  for  providers  or  others,  it 
is  our  intention  to  use  the  correction 
processes  of  subsection  (a). 

Comment:  Would  a  provider’s  patient 
safety  work  product  be  at  risk  if  the 
Department  failed  to  alert  the  provider 
in  a  timely  manner  of  a  deficiency  in  its 
PSO? 

Response:  No.  As  we  pointed  out  in 
the  preamble  discussion  of  §  3.108  in 
the  proposed  rule,  the  presence  of 
deficiencies  or  the  fact  that  an  entity  is 
undergoing  revocation  has  no  impact  on 
the  information  submitted  to  the  entity 
by  providers  until  the  date  and  time  that 
an  entity  is  revoked  and  removed  from 
listing.  If  the  PSO  is  revoked  and 
delisted  for  cause,  the  statute  provides 
an  additional  30-day  period  that  begins 
at  the  time  of  delisting  during  which 
data  reported  to  the  former  PSO  receives 
the  same  protections  as  patient  safety 
work  product. 

(B)  Section  3.108(b) — Revocation  of  the 
Secretary’s  Acceptance  of  a  PSO’s 
Certification 

Proposed  Rule:  When  the  Secretary 
makes  a  determination  to  remove  the 
listing  of  a  PSO  for  cause,  proposed 
§  3.108(b)(1)  required  the  Secretary  to 
establish,  and  notify  the  entity,  of  the 
effective  date  and  time  of  its  delisting 
and  inform  the  entity  of  its  obligations 
under  §§  3.108(b)(2)  and  3.108(b)(3). 

Section  3.108(b)(2)  proposed  to 
implement  two  statutory  provisions. 
First,  the  former  PSO  would  be  required 
to  notify  providers  with  which  it  has 
been  working  of  its  removal  from  listing 
and  confirm  to  the  Secretary  within  15 
days  of  the  date  of  revocation  and 
delisting  that  it  has  done  so.  In  light  of 
the  brief  notification  period,  we  sought 
comment  on  whether  there  are  other 
steps  the  Secretary  should  take  to 
ensure  that  affected  providers  receive 
timely  notice.  Second,  this  subsection 
would  have  reaffirmed  the  continued 
protection  of  patient  safety  work 
product  received  while  the  entity  was 
listed.  In  addition,  any  data  received  by 
the  former  PSO  from  a  provider  in  the 
30  days  following  the  date  of  revocation 
and  delisting  would  be  accorded  the 
same  protections  as  patient  safety  work 
product.  We  noted  that  this  additional 
period  of  protection  was  only  for  the 
benefit  of  providers  reporting  data;  it 
would  not  permit  a  former  PSO  to 


continue  to  generate  new  patient  safety 
work  product. 

Section  3.108(b)(3)  proposed  to 
implement  the  statutory  requirements 
regarding  the  disposition  of  patient 
safety  work  product  or  data  following 
revocation  and  delisting  of  a  PSO.  The 
three  alternatives  provided  by  the 
statute  are:  Transfer  of  the  patient  safety 
work  product  with  the  approval  of  the 
source  from  which  it  was  received  to  a 
PSO  which  has  agreed  to  accept  it; 
return  of  the  patient  safety  work  product 
or  data  to  the  source  from  which  it  was 
received:  or,  if  return  is  not  practicable, 
destruction  of  such  work  product  or 
data.  We  noted  that  the  text  of  the 
proposed  rule  refers  to  the  “source”  of 
the  patient  safety  work  product  or  data; 
this  would  be  a  broader  formulation 
than  the  statutory  language  and  includes 
individuals.  The  statute  does  not 
establish  a  time  frame  for  a  PSO  to 
comply  with  disposition  requirements: 
we  sought  comment  on  setting  a 
deadline. 

Overview  of  Public  Comments:  Most 
commenters  addressed  the  specific 
questions  raised  in  the  proposed  rule, 
although  a  few  commenters  raised 
questions  and  offered  recommendations 
related  to  the  requirements  for 
disposition  of  patient  safety  work 
product.  In  response  to  the 
Department’s  question  in  the  proposed 
rule  of  whether  there  were  other  steps 
that  the  Secretary  could  take  to  ensure 
that  providers  were  informed  when  a 
PSO  to  which  they  reported  data  was 
revoked  and  delisted,  many  commenters 
concluded  that  the  statutory’ 
requirement  for  notification  by  the 
former  PSO  was  sufficient.  Others  urged 
AHRQ  to  post  notices  of  revocation  and 
delisting  on  the  PSO  website.  Several 
commenters  urged  the  Secretary  to 
require  the  former  PSO  to  provide 
AHRQ  with  a  list  of  its  providers  when 
it  submits  its  required  confirmation  15 
days  after  revocation  that  it  has  notified 
providers.  Presumably,  the  intent  was  to 
permit  the  Secretary  to  follow  up  with 
these  providers  to  confirm  that  they  had 
been  notified. 

There  were  only  three  comments  in 
response  to  our  question  in  the 
proposed  rule  whether  it  was 
appropriate  to  require  disposition  of 
patient  safety  work  product  that  was 
received  from  all  sources.  Two 
comments  supported  our  interpretation 
of  the  statutory  requirement.  One 
commenter  raised  concerns  that  this 
requirement  could  be  difficult  to 
accomplish. 

Commenters  strongly  supported 
inclusion  in  the  final  rule  of  a  deadline 
by  which  former  PSOs  needed  to 
complete  their  disposition  of  patient 
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safety  work  product.  Some  commenters 
suggested  that  we  follow  existing 
HIPAA  guidelines  and  others  suggested 
that  the  rule  set  a  deadline,  ranging  from 
90  days  to  180  days  following  the  date 
of  revocation.  One  commenter  suggested 
setting  standards  linked  to  the  volume 
of  patient  safety  work  product  held  by 
the  former  PSO. 

The  options  for  disposition  of  patient 
safety  work  product  elicited  a  number  of 
comments.  Some  noted  the  difficulty  of 
returning  patient  safety  work  product  to 
its  source  as  the  former  PSO  closes  its 
operations  and  expressed  concern  that 
destruction  was  not  an  option  until  the 
PSO  concluded  that  returning  the  work 
product  was  not  possible.  In  the  view  of 
this  commenter,  this  could  lead  a  PSO 
to  simply  abandon  the  patient  safety 
work  product  since  it  may  have  neither 
time  nor  resources  to  contact  the 
sources  of  the  work  product.  However, 
most  commenters  focused  on  the 
importance  of  identifying  ways  to  avoid 
destruction  of  patient  safety  work 
product. 

Final  Rule:  Section  3.108(b)  has  been 
modified  in  several  ways.  The  first 
changes,  in  §  3.108(b)(1),  are  technical 
changes.  The  first  change  renames  the 
section  to  more  accurately  describe  its 
provisions.  The  second  technical  change 
incorporates  two  additional  cross- 
references  to  the  ability  of  the  Secretary 
to  revoke  his  acceptance  of  a  PSO’s 
certifications  and  delist  an  entity 
pursuant  to  the  new  expedited 
revocation  process  established  in 
§  3.108(e). 

We  have  not  imposed  any  new 
requirements  on  the  Department  in 
§  3.108(b)(2)  to  notify  providers.  Many 
commenters  did  not  see  the  need  for 
additional  intervention  by  the 
Department  and  several  commenters 
suggested  additional  steps  that  we  can 
and  will  take  independent  of  the  rule. 
For  example,  AHRQ  has  already 
established  an  e-mail-based  listserv  for 
individuals  interested  in  electronic 
alerts  regarding  the  agency’s 
implementation  of  the  Patient  Safety 
Act.  Following  publication  of  the  final  . 
rule,  AHRQ  will  encourage  all 
interested  providers  and  PSOs  to  add 
their  names  to  the  listserv,  which  will 
provide  immediate  notification  when 
the  Secretary  takes  actions  related  to  the 
listing  and  delisting  of  PSOs  or  posts 
significant  new  information  on  AHRQ’s 
PSO  Web  site.  Providers  will  also  be 
able  to  signup  on  the  Web  site  to  receive 
individual  e-mails  if  their  PSO  becomes 
delisted. 

We  have  modified  §  3.108(b)(2)  in 
another  way.  This  paragraph  retains  the 
restatement  that  was  in  the  proposed 
rule  of  the  statutory  assurances 


regarding  the  continued  protections  for 
patient  safety  work  product  reported  to 
a  PSO  before  the  effective  date  of  a 
revocation  and  delisting  action  by  the 
Secretary  and  the  protections  for  data 
reported  to  the  former  PSO  during  the 
30-day  period  following  the  date  of 
delisting.  The  modification  requires  the 
former  PSO  to  include  this  information 
in  its  notices  to  providers  regarding  its 
delisting.  We  incorporated  this 
modification  to  better  effectuate  the 
statutory  purpose  by  ensuring  that  the 
providers  contacted  by  the  former  PSD 
are  aware  of  these  protections  for  the 
data  they  may  still  want  to  report  during 
the  30-day  period. 

Several  commenters  sought  ways  to 
preserve  patient  safety  work  product 
and  data  for  continued  learning, 
However,  the  requirements  for 
disposition  of  patient  safety  work 
product  and  “data”  in  the  final 
regulation  follow  the  statutory 
formulation.  We  note  that  “data”  in  this 
context  refers  to  information  submitted 
to  a  former  PSO  in  the  30  days  following 
its  delisting.  Some  amount  of  patient 
safety  work  product  can  be  preserved  if 
the  PSO  shares  or  discloses  this 
information  prior  to  the  effective  date  of 
its  revocation  as  permitted  by  the  rule, 
e.g.,  to  other  PSOs  in  non-identifiable  or 
anonymized  form. 

We  have  modified  the  text  of 
§  3.108(b)(3)  in  one  respect.  In  response 
to  comments,  we  require  the  disposition 
requirement  to  be  completed  within  90 
days.  Some  commenters  suggested  that 
we  follow  existing  HIPAA  guidelines  in 
establishing  deadlines  for  the 
disposition  of  patient  safety  work 
product.  Neither  the  HIPAA  Privacy 
Rule  nor  the  HIPAA  Security  Rule  have 
deadlines  for  the  disposition  of 
protected  health  information.  Providers 
are,  of  course,  free  to  establish  in  their 
contracts  an  earlier  date  for  disposition 
of  their  patient  safety  work  product  or 
data  and  may  provide  prior 
authorization  for  transfer  to  another 
PSO. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked 
whether  the  disposition  requirement 
applies  to  non-identifiable  patient  safety 
work  product,  such  as  data  reported 
anonymously  by  hospitals. 

Response:  The  statutory  section  on 
disposition  of  patient  safety  work 
product  does  not  make  an  explicit 
distinction  between  disposition  of 
identifiable  and  non-identifiable  patient 
safety  work  product  and  data,  nor  does 
the  final  rule  in  the  disposition 
requirements.  The  Department  reads 
this  disposition  requirement  as  applying 
to  both  identifiable  and  non-identifiable 


patient  safety  work  product  and  data. 
We  note  that  Subpart  C  permits 
disclosure  of  non-identifiable  patient 
safety  work  product  at  any  time  by  a 
PSO.  However,  after  the  date  and  time 
that  the  Secretary  sets  for  revocation 
and  delisting,  the  former  PSO  must 
follow  the  prescribed  disposition 
requirements.  Thus,  prior  to  the 
effective  date  and  time  of  a  PSO’s 
delisting,  the  PSO  can  transfer  to 
another  PSO  non-identifiable  and 
anonymized  patient  safety  work 
product,  without  consent  of  the 
source(s)  of  that  information. 

Comment:  One  commenter  suggested 
that  there  may  be  good  business  reasons 
for  a  former  PSO  that  has  been  delisted 
to  retain  patient  safety  work  product 
and  asked  that  we  provide  that  option. 

Response:  The  statutory  disposition 
requirement  does  not  permit  such  an 
option  for  an  entity  that  is  revoked  and 
delisted  for  cause,  and  the  final  rule 
mirrors  this  limitation.  A  PSO  that 
voluntarily  relinquishes  its  status  is 
required  to  attest  that  it  has  made  all 
reasonable  efforts  to  comply  with  the 
disposition  requirements. 

Comment:  One  commenter  noted  that 
the  disposition  options  appear  to  be 
premised  on  a  concept  of  the  source’s 
ownership  interest  in  the  patient  safety 
work  product  provided  to  the  PSO. 
Noting  that  as  PSOs  continue  to 
aggregate  data  from  multiple  providers 
or  through  the  sharing  of  work  product 
with  other  PSOs,  the  commenter 
asserted  that  at  some  point  the  PSO’s 
work  product  becomes  its  own.  The 
question  to  consider  is  whether  this 
distinction  can  be  made  in  applying  the 
disposition  requirement. 

Response;  The  Department  reads  the 
disposition  requirement  of  the  Patient 
Safety  Act  to  apply  to  all  patient  safety 
work  product  and  data  held  by  an 
involuntarily  delisted  former  PSO.  Most 
work  product  created  by  PSOs  will  be 
based  upon  reports  from  providers. 
While  the  commenter  points  to  repeated 
aggregation  of  data  from  larger  and 
larger  numbers  of  providers  as  making 
the  linkage  to  the  reporting  providers 
more  tenuous,  in  our  view  the  linkage 
remains  as  long  as  there  is  information 
that  identifies  any  source  of  the  data  in 
the  analysis.  The  linkage  is  only  broken 
when  the  source(s)  is  (are)  truly  non- 
identifiable.  As  we  noted  above,  the 
statute  does  not  make  a  distinction 
between  identifiable  and  non- 
identifiable  information,  so  the 
disposition  requirements  apply  to  both. 

Comment:  One  commenter  noted  that 
certain  public  PSO  entities  may  face 
conflicts  with  state  laws  or  regulations 
that  establish  requirements  for  the 
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disposition  of  information  that  they 
hold. 

Response:  The  final  rule’s 
requirements  for  disposition  of  patient 
safety  work  product  would  preempt 
conflicting  state  statutory  requirements 
for  disposition  of  information  when  it  is 
patient  safety  work  product. 

Comment:  What  are  the 
responsibilities  of  a  contractor  holding 
patient  safety  work  product  under 
contract  with  a  PSO  that  is  revoked  and 
delisted  for  cause? 

Response:  The  contractor  must  return 
the  former  PSO’s  patient  safety  work 
product  that  it  is  holding  for  disposition 
as  required  by  the  rule. 

(C)  Section  3.108(c) — Voluntary 
Relinquishment 

Proposed  Rule:  Section  3.108(cKl) 
proposed  two  circumstances  under 
which  a  PSO  would  be  considered  to 
have  voluntarily  relinquished  its  status 
as  a  PSO:  When  a  PSO  advises  the 
Secretary  in  writing  that  it  no  longer 
wishes  to  be  a  PSO,  and  when  a  PSO 
permits  its  three-year  period  of  listing  to 
expire.  To  ensure  that  such  a  lapse  is 
not  inadvertent,  the  proposed  rule 
would  require  the  Secretary  to  send  a 
notice  of  imminent  expiration  45 
calendar  days  before  the  expiration  of 
its  period  of  listing. 

We  proposed  in  §  3.108(c)(2)  that  a 
PSO  seeking  to  relinquish  its  listing 
should  include  in  its  notification  to  the 
Secretary  attestations  regarding  its 
compliance  with  the  provider 
notification  and  patient  safety  work 
product  disposition  requirements,  and 
would  have  required  appropriate 
contact  information  for  further 
communications  from  the  Secretary. 

The  Secretary  would  be  authorized  by 
§  3.108(c)(3)  to  accept  or  reject  the 
PSO’s  notification.  We  sought  comment 
on  our  preliminary  conclusion  that, 
when  a  PSO  voluntarily  relinquishes  its 
status,  the  statutory  provisions 
providing  protections  for  an  additional 
30  days  for  data  submitted  to  the  former 
PSO  by  providers  do  not  apply. 

Section  3.108(c)(4)  would  have 
enabled  the  Secretary  to  determine  that 
implied  voluntary  relinquishment  has 
taken  place  when  a  PSO  permits  its 
listing  to  expire.  The  Secretary  would 
remove  the  entity  from  the  list  of  PSOs 
at  midnight  on  that  day,  notify  the 
entity,  and  request  that  the  entity  make 
reasonable  efforts  to  comply  with  the 
provider  notification  and  patient  safety 
work  product  disposition  requirements, 
and  to  provide  appropriate  contact 
information.  Finally,  §  3.108(c)(5) 
proposed  that  voluntary  relinquishment 
would  not  constitute  a  deficiency  as 
referenced  in  subsection  (a). 


Overview  of  Public  Comments:  Public 
comment  on  the  proposed  provisions  for 
voluntary  relinquishment  focused 
primarily  on  the  two  questions  raised  in 
the  proposed  rule.  - 

Two  commenters  agreed  with  our 
interpretation  that  the  statute  limited 
the  application  of  the  additional 
protections  for  data  submitted  by 
providers  to  a  former  PSO  in  the  30-day 
period  following  the  date  and  time  of 
revocation  and  delisting  to  situations  in 
which  the  PSO  had  been  revoked  and 
delisted  for  cause.  A  number  of 
commenters  argued  for  inclusion  of  a 
30-day  period  of  continued  reporting  for 
PSOs  that  voluntarily  relinquished  their 
status.  They  noted  the  importance  of 
comparability  but  did  not  provide  a 
legal  rationale  for  reading  the  statute 
differently. 

The  second  question  posed  by  the 
proposed  rule  was  the  appropriateness 
of  paragraph  (c)(5)  which  would 
eliminate  the  right  to  challenge  any 
decision  by  the  Secretary  regarding 
voluntary  relinquishment.  Several  large 
provider  groups  supported  our  position 
while  others  argued  that  a  PSO  should 
always  have  the  right  to  challenge  or 
appeal  any  decision  by  the  Secretary. 

Final  Rule:  We  have  modified  and 
narrowed  the  scope  of  voluntary 
relinquishment  in  the  final  rule.  We 
have  eliminated  from  this  section  the 
application  of  voluntary  relinquishment 
to  situations  in  which  a  PSO  has  let  its 
certifications  lapse.  As  noted  above,  we 
have  modified  §  3.104(e)  to  make 
expiration  of  a  PSO’s  listing  automatic 
in  these  circumstances.  Revised 
§  3.108(c)  provides  for  voluntary 
relinquishment  in  only  one 
circumstance:  When  a  PSO  writes  the 
Secretary  seeking  to  relinquish  its 
listing  as  a  PSO. 

We  have  carefully  reviewed  again  the 
statutory  authority  that  enables  PSOS 
that  have  their  listing  revoked  for  cause 
to  continue  to  receive  data  for  30  days 
following  the  date  and  time  of 
revocation  and  delisting  that  will  be 
treated  as  patient  safety  work  product. 
We  reaffirm  our  interpretation  that  the 
statutory  authority  does  not  apply  to  arf 
entity  seeking  to  voluntarily  relinquish 
its  status  as  a  PSO.  Commenters 
provided  no  basis  for  a  different  reading 
of  the  statute.  Accordingly,  we  have  not 
incorporated  any  change  in  the  rule. 

We  have  also  deleted  inappropriate 
references  to  “patient  safety  work 
product  and  data’’  in  §  3.108(c)(2)  and 
replaced  them  with  a  reference  only  to 
patient  safety  work  product.  As  we 
noted  above,  the  term  “data”  in  this 
context  refers  only  to  information 
received  by  a  former  PSO  in  the  30-day 
period  following  revocation  for  cause 


and  is  not  applicable  here.  The  only 
other  modifications  are  deletions  of  text 
relating  to  implied  voluntary 
relinquishment  and  a  conforming 
change  in  a  cross-reference. 

We  have  not  acdepted  the  views  of 
commenters  supporting  appeals  of 
relinquishment  determinations  by  the 
Secretary  in  light  of  our  decision  to 
narrow  the  scope  of  voluntary 
relinquishment  to  situations  in  which 
the  PSO  has  requested  relinquishment. 
The  comments  regarding  due  process  for 
those  who  voluntarily  relinquish  their 
status  would  no  longer  be  apt. 

(D)  Section  3.108(d) — Public  Notice  of 
Delisting  Regarding  Removal  From 
Listing 

Proposed  Rule:  Proposed  §  3.108(d) 
would  have  incorporated  the  statutory 
requirement  that  the  Secretary  must 
publish  a  notice  in  the  Federal  Register 
regarding  the  revocation  of  acceptance 
of  certification  of  a  PSO  and  its  removal 
from  listing.  The  proposed  rule  would 
have  broadened  the  requirement  to 
include  publication  of  such  a  notice  if 
delisting  results  from  a  determination  of 
voluntary  relinquishment. 

Overview  of  Public  Comments:  We 
received  no  comments  on  this 
subsection. 

Final  Rule:  We  have  modified 
§  3.108(d)  in  the  final  rule  to  reflect  our 
changes  to  subsection  (c)  that  narrowed 
the  scope  of  voluntary  relinquishment. 
We  also  added  a  new  reference  that 
requires  the  Secretary  to  publish  a 
notice  when  a  PSO’s  listing  terminates 
automatically  at  the  end  of  the 
statutorily  based  three-year  period, 
pursuant  to  §  3.104(e). 

(E)  Section  3.108(e) — Expedited 
Revocation 

Proposed  Rule:  The  proposed  rule  did 
not  contain  a  proposed  §  3.108(e).  The 
proposed  rule  did  include  in  subsection 
(a)  a  request  for  comment  about  the 
possible  inclusion  in  the  final  rule  of  an 
expedited  revocation  process.  We  noted 
that,  while  we  anticipate  that  in  the  vast 
majority  of  circumstances,  the  PSO’s 
deficiency(ies)  can  and  will  be 
corrected,  there  may  be  situations  in 
which  a  PSO’s  conduct  is  so  egregious 
that  the  Secretary’s  acceptance  of  the 
PSO’s  certification  should  be  revoked 
without  the  opportunity  to  cure  because 
there  is  no  meaningful  cure.  We  invited 
comments  regarding  this  approach  and 
how  best  to  characterize  the  situations 
in  which  the  opportunity  to  “cure,”  e.g., 
to  change  policies,  practices  or 
procedures,  sanction  employees,  send 
out  correction  notices,  would  not  be 
sufficient,  meaningful,  or  appropriate. 
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Overview  of  Public  Comments: 

Several  commenters  expressed  concern, 
requested  that  we  define  the  term 
“egregious,”  and  opposed  the 
elimination  of  a  right  for  the  PSO  to 
respond  to  the  proposed  expedited 
revocation  action.  One  commenter 
suggested  that  our  proposal  was 
appropriate  in  situations  involving 
multiple  willful  violations  and  in  which 
immediate  action  is  necessary  to  protect 
patients  and  providers  from  further 
improper  actions  by  the  PSO. 

Only  one  commenter  addressed,  and 
opposed,  our  suggestion  that  we  might 
eliminate  in  the  final  rule  the 
opportunity  for  a  PSO  to  contest 
revocation  when  the  entity  had 
verifiably  failed  to  meet  the  statutory 
minimum  contract  requirement. 

Final  Rule:  The  Department  has 
modified  the  rule  to  include  a  new 
§  3.108(e)  to  provide  for  expedited 
revocation  in  a  limited  number  of 
circumstances.  In  deciding  to  include 
this  new  subsection,  we  considered  all 
of  the  comments  received  regarding 
Subpart  B,  not  only  those  discussed 
here.  There  was  a  strong  overall 
sentimfent  that  the  Secretary  must  be 
vigilant  in  ensuring  that  PSOs  meet 
their  obligations  to  protect  the 
confidentiality  of  patient  safety  work 
product.  These  concerns  were  especially 
strong  in  response  to  our  proposal  to 
permit  components  of  excluded  entities 
to  seek  listing.  We  also  received  support 
for  prompt  Secretarial  action  for 
multiple  willful  violations  and  when 
providers  and  patients  are  at  risk 
because  of  a  PSO’s  actions.  Accordingly, 
we  have  incorporated  an  expedited 
revocation  process  based  around  these 
concerns. 

New  §  3.108(e)(1)  lists  three 
circumstances  in  which  the  Secretary 
may  use  an  expedited  process  for 
revocation.  The  first  two  circumstances 
reflect  commenter  concern  regarding 
excluded  entities.  The  first  of  these, 
specified  in  §  3.108(e)(l)(i),  is  if  the 
Secretary  determines  that  a  PSO  is,  or  is 
about  to  become,  an  entity  excluded 
from  listing  by  §  3.102(a)(2).  That 
section  excludes  from  listing:  A  health 
insurance  issuer;  a  unit  or  division  of  a 
health  insurance  issuer;  an  entity  that  is 
owned,  managed  or  controlled  by  a 
health  insurance  issuer;  entities  that 
accredit  or  license  health  care  providers; 
entities  that  oversee  or  enforce  statutory 
or  regulatory  requirements  governing 
the  delivery  of  health  care  services;  , 
agents  of  an  entity  that  oversees  or 
enforces  statutory  or  regulatory 
requirements  governing  the  delivery  of 
health  care  services;  or  entities  that 
operate  a  Federal,  State,  Local,  or  Tribal 
patient  safety  reporting  system  to  which 


health  care  providers  (other  than 
members  of  the  entity’s  workforce  or 
health  care  providers  holding  privileges 
with  the  entity)  are  required  to  report 
information  by  law  or  regulation. 

Because  the  certifications  for  listing 
specifically  require  an  entity  to  attest 
that  it  is  not  excluded  from  seeking 
listing,  this  situation  would  mean  that 
the  PSO  had  either  filed  a  false 
certification,  or  that  the  nature  of  the 
entity  had  significantly  changed  during 
the  course  of  its  listing.  An  example  of 
an  entity  “about  to  become  an  excluded 
entity”  would  be  when  there  is  advance 
notice  of  a  merger  of  the  parent 
organization  of  a  component  PSO  with 
a  health  insurance  issuer.  A  health 
insurance  issuer  is  the  only  excluded 
entity  that  may  not  have  a  component 
become  a  PSO.  If  the  Secretary  learns 
that  a  PSO  is  about  to  become  a 
component  of  a  health  insurance  issuer, 
this  is  one  circumstance  under  which 
we  believe  prompt  action  by  the 
Secretary  is  essential. 

The  second  circumstance,  specified  in 
§  3.108(e)(l)(ii),  is  when  the  parent 
organization  of  a  PSO  is  an  excluded 
entity  and  the  parent  organization  uses 
its  authority  over  providers  to  require  or 
induce  them  to  use  the  patient  safety 
services  of  its  component  PSO.  This  was 
a  major  concern  of  commenters  in 
permitting  components  of  accreditation, 
licensure  and  regulatory  entities  to  seek 
listing;  the  final  rule  in  §  3.102(c) 
permits  such  a  component  to  he  listed 
only  if  it  can  certify  that  its  parent 
organization  does  not  impose  such 
requirements  on  providers.  When  an 
excluded  entity  attempts  to  require  or 
induce  providers  to  report  information 
to  its  component  PSO,  there  is 
reasonable  cause  for  concern  regarding 
the  integrity  of  the  firewall  between  the 
component  PSO  and  its  parent 
organization.  Given  the  potential  harm 
to  providers  if  their  identifiable  patient 
safety  work  product  is  made  available  to 
the  excluded  entity,  the  Department 
concludes  that  the  need  for  prompt 
action  is  compelling. 

The  third  circumstance  specified  in 
§  3.108(e)(l)(iii)  of  the  rule  is  when  the 
Secretary  has  determined  that  the 
failure  to  act  promptly  would  lead  to 
serious  adverse  consequences.  We 
would  expect  to  use  this  authority 
sparingly.  Despite  the  confidential  and 
protected  nature  of  patient  safety  work 
product,  we  remain  concerned  that 
there  can  still  be  serious  harm  to 
providers,  patients,  and  reporters  named 
in  patient  safety  work  product  if  a  PSO 
demonstrates  reckless  or  willful 
misconduct  in  its  protection  or  use  of 
the  work  product  with  which  it  is 
entrusted,  especially  when  there  is 


reason  to  believe  there  have  been 
repeated  deficiencies,  or  when  the  PSO 
engages  in  fraudulent  or  illegal  conduct. 
In  light  of  these  risks,  we  believe  it  is 
only  prudent  to  give  the  Secretary  the 
authority  to  respond  promptly  to 
situations  where  there  is  a  risk  of 
serious  adverse  harm,  even  if  we  cannot 
adequately  foresee  all  of  the  specific 
situations  that  might  require  prompt 
action. 

We  note  that  we  have  accepted  the 
position  of  another  commenter  that  we 
not  include  failure  to  meet  the 
minimum  contract  requirement  as  a 
basis  for  expedited  revocation.  Our 
intent  is  to  limit  expedited  revocation  to 
those  situations  which  pose  a  risk  to 
providers  or  others. 

To  accomplish  expeditious  remedial 
revocation  action,  §  3.108(e)(2)  waives 
the  procedures  in  §§  3.108(a)(2)  through 
3.108(a)(5)  for  correction  of  deficiencies, 
determinations  regarding  correction  of 
deficiencies,  processes  related  to  the 
opportunity  for  a  written  response  by 
the  PSO  to  a  notice  of  proposed 
revocation  and  delisting,  and  final 
determination  by  the  Secretary 
regarding  revocation  and  delisting  of  the 
PSO.  Instead,  the  provisions  of 
§  3.108(e)(3)  apply. 

Under  §  3.108(e)(3)  of  the  expedited 
revocation  process,  the  Secretary  would 
issue  a  notice  of  deficiency  and 
expedited  revocation  that  identifies  the 
evidence  that  the  circumstances  for 
expedited  revocation  exist  and  indicates 
any  corrective  action  the  PSO  can  take 
if  the  Secretary  determines  that 
corrective  action  may  resolve  the  matter 
so  that  revocation  and  delisting  could  be 
avoided.  Absent  evidence  of  actual 
receipt  of  this  notice  of  deficiency  and 
expedited  revocation,  the  Secretary’s 
notice  will  be  deemed  to  be  received 
five  days  after  it  was  sent. 

In  developing  this  process,  we  have 
taken  note  of  commenters’  concern  that 
as  a  general  matter,  a  PSO  alleged  to  be 
deficient  in  compliance  should  have  an 
opportunity  to  be  heard  and  have 
provided  the  PSO  with  an  opportunity 
to  respond  as  part  of  the  expedited 
revocation  process.  The  Secretary  must 
receive  a  response  from  the  PSO  within 
14  days  of  actual  or  constructive  receipt 
of  the  notice,  whichever  is  longer.  In  its 
written  response,  the  PSO  can  correct 
the  alleged  facts  or  argue  the 
applicability  of  the  legal  basis  given  for 
expedited  revocation  and  delisting  and 
offer  reasons  that  would  support  its  case 
for  not  being  delisted. 

If  the  PSO  does  not  submit  a  written 
response,  the  Secretary  may  revoke  and 
delist  the  PSO.  Provided  the  PSO 
responds  within  the  required  time,  the 
Secretary  may  withdraw  the  notice. 
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grant  the  PSO  with  additional  time  to 
resolve  the  matter,  or  revoke  and  delist 
the  PSO.  If  the  Secretary  decides  to 
revoke  and  delist  the  PSO,  we  note  that 
the  requirements  of  §  3.108(b)  discussed 
above  apply.  These  requirements  relate 
to  notification  of  the  providers  who 
have  reported  patient  safety  work 
product  to  the  PSO,  disposition  of  the 
PSO’s  patient  safety  work  product  and 
data,  and  the  ability  of  providers  to 
continue  to  report  data  to  the  former 
PSO  for  30  calendar  days  following  the 
effective  date  and  time  of  delisting  and 
have  these  data  protected  as  patient 
safety  work  product. 

5.  Section  3.110 — Assessment  of  PSO 
Complicmce 

Proposed  Rule:  Section  3.110 
proposed  the  framework  by  which  the 
Secretary  would  assess  compliance  of 
PSOs  with  the  requirements  of  the 
statute  and  the  rule.  This  section 
provided  that  the  Secretary  may  request 
information  or  conduct  spot-checks 
(reviews  or  site  visits  to  PSOs, 
announced  or  unannounced)  to  assess 
or  verify  PSO  compKance  with  the 
requirements  of  the  statute  and  this 
proposed  subpart.  We  noted  that  we 
anticipate  that  such  spot  checks  would 
involve  no  more  than  5-10%  of  PSOs  in 
any  year.  We  also  noted  that  this  section 
would  reference  the  Department’s 
overall  authority  to  have  access  to 
patient  safety  work  product,  if 
necessary,  as  part  of  its  implementation 
and  enforcement  of  the  Patient  Safety 
Act. 

Overview  of  Public  Comments:  There 
were  few  comments  on  this  section. 
Commenters  agreed  that  AHRQ’s 
authority  under  this  section  should  be 
limited  to  PSOs.  Several  commenters 
expressed  concern  about  our  discussion 
that  we  only  anticipated  spot-checking 
5%-10%  of  PSOs  for  compliance  in  any 
given  year.  The  projected  number  of 
spot  checks  in  their  view  would  not  be 
adequate  to  maintain  provider 
confidence  and  PSO  compliance. 
Another  commenter  asked  which 
agency  would  be  delegated  the  task  and 
identified  entities  within  HHS  to  which 
the  Secretary  should  not  delegate  this 
responsibility. 

Final  Rule:  We  have  made  no 
substantive  modifications  to  §  3.110  in 
the  final  rule.  We  note  in  response  to 
the  commenters  that  urged  a  higher 
level  of  spot  checks  and  inspections  that 
the  rule  does  not  limit  the  ability  of  the 
Department  to  increase  the  number  if 
warranted.  However,  we  have  no  basis 
for  assuming  that  higher  levels  of  spot 
checks  or  inspections  are  warranted  in 
light  of  the  fact  that  Patient  Safety 
Organizations  are  not  federally  funded 


or  controlled  and  a  provider’s  decision 
to  work  with  a  PSO  is  voluntary. 
Therefore,  we  intend  to  maintain  the 
approach  outlined  in  the  proposed  rule. 
In  response  to  another  commenter,  the 
authority  to  implement  Subpart  B  rests 
squarely  within  the  authorities  to  foster 
patient  safety  and  health  care  quality 
improvement  of  the  Agency  for 
Healthcare  Research  and  Quality,  and 
there  is  no  reason  to  expect  it  to  be 
delegated  to  another  part  of  the 
Department. 

6.  Section  3.112 — Submissions  and 
Forms 

Proposed  Rule:  Proposed  §  3.112 
would  have  provided  instructions  for 
obtaining  required  forms  and  the 
submission  of  materials,  would  have 
provided  contact  information  for  AHRQ 
(mailing  address,  Web  site,  and  e-mail 
address),  and  would  have  authorized 
the  Department  to  request  additional 
information  if  a  submission  is 
incomplete  or  additional  information  is 
needed  to  enable  the  Secretary  to  make 
a  determination  on  any  submission. 

Overview  of  Public  Comments:  We 
received  no  comments  on  this  section. 

Final  Rule:  We  have  made  no 
substantive  modifications  to  this 
section.  We  have  made  technical 
changes  and  incorporated  citations  for 
the  AHRQ  PSO  Web  site  address  and 
corrected  the  e-mail  address. 

C.  Subpart  C — Confidentiality  and 
Privilege  Protections  of  Patient  Safety 
Work  Product 

Proposed  Subpart  C  would  have 
described  the  general  privilege  and 
confidentiality  protections  for  patient 
safety  work  product,  the  permitted 
disclosures,  and  the  conditions  under 
which  the  specific  protections  no  longer 
apply.  The  proposed  Subpart  also 
would  have  established  the  conditions 
under  which  a  provider,  PSO,  or 
responsible  person  must  disclose 
patient  safety  work  product  to  the 
Secretary  in  the  course  of  compliance 
and  enforcement  activities,  and  what 
the  Secretary  may  do  with  such 
information.  Moreover,  the  proposed 
subpart  would  have  established  the 
standards  for  nonidentifiable  patient 
safety  work  product. 

Proposed  Subpart  C  sought  to  balance 
key  objectives  of  the  Patient  Safety  Act. 
First,  the  proposal  sought  to  address 
provider  concerns  about  the  potential 
for  damage  from  unauthorized  release  of 
information,  including  the  potential  for 
the  information  to  serve  as  a  roadmap 
for  provider  liability  from  negative 
patient  outcomes.  It  also  promoted  the 
sharing  of  information  about  adverse 
patient  safety  events  among  providers 


and  PSOs  for  the  purpose  of  learning 
from  those  events  to  improve  patient 
safety  and  the  quality  of  care.  To 
achieve  these  objectives.  Subpart  C 
proposed  that  patient  safety  work 
product  would  be  privileged  and 
confidential,  except  in  the  certain 
limited  circumstances  identified  by  the 
Patient  Safety  Act  and  as  needed  by  the 
Department  to  implement  and  enforce 
the  Patient  Safety  Act.  In  addition, 
proposed  Subpart  C  provided,  in 
accordance  with  the  Patient  Safety  Act, 
that  patient  safety  work  product  that  is 
disclosed  generally  would  continue  to 
be  privileged  and  confidential,  subject 
to  the  delineated  exceptions.  Thus, 
under  the  proposal,  an  entity  or  person 
receiving  patient  safety  work  product 
only  would  be  able  to  disclose  such 
information  for  a  purpose  permitted  by 
the  Patient  Safety  Act  and  the  proposed 
rule,  or  if  patient  safety  work  product 
was  no  longer  confidential  because  it 
was  nonidentifiable  or  subject  to  an 
exception  to  confidentiality.  Providers, 
PSOs,  and  responsible  persons  who 
failed  to  adhere  to  these  confidentiality 
rules  would  be  subject  to  enforcement 
by  the  Department,  including  the 
imposition  of  civil  money  penalties,  if 
appropriate,  as  provided  in  Subpart  D  of 
the  proposed  rule. 

The  proposed  rule  also  explained  that 
several  provisions  of  the  Patient  Safety 
Act  recognize  that  the  patient  safety 
regulatory  scheme  will  exist  alongside 
other  requirements  for  the  use  and 
disclosure  of  protected  health 
information  under  the  HIPAA  Privacy 
Rule.  For  example,  the  Patient  Safety 
Act  establishes  that  PSOs  will  be 
business  associates  of  providers  and  the 
patient  safety  activities  they  conduct 
will  be  health  care  operations  of  the 
providers,  incorporates  individually 
identifiable  health  information  under 
the  HIPAA  Privacy  Rule  as  an  element 
of  identifiable  patient  safety  work 
product,  and  adopts  a  rule  of 
construction  that  states  the  intention  not 
to  alter  or  affect  any  HIPAA  Privacy 
Rule  implementation  provision  (see 
section  922(g)(3)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(g)(3)). 

As  we  explained  in  the  proposed  rule, 
we  anticipate  that  most  providers 
reporting  to  PSOs  will  be  HIPAA 
covered  entities  under  the  HIPAA 
Privacy  Rule,  and  as  such,  will  be 
required  to  recognize  and  comply  with 
the  requirements  of  the  HIPAA  Privacy 
Rule  when  disclosing  identifiable 
patient  safety  work  product  that 
includes  protected  health  information. 
As  Subpart  C  addresses  disclosure  of 
patient  safety  work  product  that  may 
include  protected  health  information. 
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we  discuss,  where  appropriate,  the 
overlap  between  this  rule  ajid  the 
HIPAA  Privacy  Rule  in  the  preamble 
description  of  this  Subpart,  as  we  did  in 
the  proposed  rule. 

1.  Section  3.204 — Privilege  of  Patient 
Safety  Work  Product 

Proposed  §3.204  described  the 
privilege  protections  of  patient  safety 
work  product  and  the  exceptions  to 
privilege.  As  we  explained  in  the 
proposed  rule,  the  Patient  Safety  Act 
does  not  give  authority  to  the  Secretary 
to  enforce  breaches  of  the  privilege 
protections,  as  it  does  with  respect  to 
breaches  of  the  confidentiality 
provisions.  Rather,  we  anticipate  that 
the  tribunals,  agencies  or  professional 
disciplinary  bodies  before  whom  -the  - 
proceedings  take  place  and  before 
which  patient  safety  work  product  is 
sought,  will  adjudicate  the  application 
of  the  privilege  provisions  of  the  Patient 
Safety  Act  at  section  922(a)(l)-(5)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(a)(l)-(5)  and  the  exceptions  to 
privilege  at  section  922(c)(1)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(c)(l).  Even  though  the  privilege 
protections  will  be  enforced  through  the 
court  systems,  and  not  by  the  Secretary, 
we  repeat  the  statutory  privilege 
protections  and  exceptions  in  this  final 
rule,  as  we  did  in  the  proposed  rule. 

This  is  done  both  for  convenience  and 
completeness,  as  well  as  because  the 
same  exceptions  in  the  privilege 
provisions  are  repeated  in  the 
confidentiality  provisions  and  the  term 
“disclosure”  in  the  final  rule  describes 
both  the  transfer  of  patient  safety  work 
product  pursuant  to  a  privilege 
exception  as  well  as  a  confidentiality 
exception.  Thus,  a  disclosure  of  patient 
safety  work  product  that  is  a  violation 
of  privilege  may  also  be  a  violation  of 
confidentiality,  which  the  Secretary 
does  have  authority  to  enforce  and  for 
which  he  can  impose  a  civil  money 
penalty,  if  appropriate. 

We  also  proposed  to  include  at 
§  3.204(c)  a  regulatory  exception  to 
privilege  for  disclosures  to  the  Secretary 
for  the  purpose  of  enforcing  the 
confidentiality  provisions  and  for 
making  or  supporting  PSO  certification 
or  listing  decisions.  In  the  final  rule,  we 
adopt  this  proposed  provision  but  also 
add  language  to  make  clear  that  the 
exception  also  applies  to  disclosures  to 
the  Secretary  for  HIPAA  Privacy  Rule 
enforcement,  given  the  significant 
overlap  with  respect  to  disclosures 
under  the  two  rules.  We  discuss  that 
change,  as  well  as  the  public  comments 
and  our  responses  with  respect  to  the 
other  privilege  provisions,  below. 


(A)  Section  3.204(a) — Privilege 

Proposed  Rule:  Proposed  §  3.204(a) 
would  have  described  the  general  rule 
that,  notwithstanding  any  other 
provision  of  Federal,  State,  local,  or 
Tribal  law,  patient  safety  work  product 
is  privileged  and  shall  not  be:  (1) 

Subject  to  Federal,  State,  local,  or  Tribal 
civil,  criminal,  or  administrative 
subpoena  or  order,  including  in  a 
disciplinary  proceeding  against  a 
provider:  (2)  subject  to  discovery  in 
connection  with  a  Federal,  State,  local, 
or  Tribal  civil,  criminal,  or 
admini.strative  proceeding,  including  a 
disciplinary  proceeding  against  a 
provider;  (3)  subject  to  disclosure  under 
the  Freedom  of  Information  Act  (section 
552  of  Title  5,  United  States  Code)  or 
similar  Federal,  State,  local,  or  Tribal 
law;  (4)  admitted  as  evidence  in  any 
Federal,  State,  local,  or  Tribal 
governmental  civil  proceeding,  criminal 
proceeding,  administrative  rulemaking 
proceeding,  or  administrative 
adjudicatory  proceeding,  including  any 
such  proceeding  against  a  provider;  or 
(5)  admitted  in  a  professional 
disciplinary  proceeding  of  a 
professional  disciplinary  body 
established  or  specifically  authorized 
under  State  law.  The  proposed 
provision  generally  repeated  the 
statutory  language  at  section  922(a)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-22(a)  but  also  clarified  that 
privilege  would  have  applied  to  protect 
against  use  of  the  information  in  Tribal 
courts  and  administrative  proceedings. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  this 
proposed  provision. 

Final  Rule:  The  final  rule  adopts  this 
proposed  provision. 

Response  to  Other  Public  Comments 

Comment:  Several  commenters 
expressed  concern  about  the  lack  of 
detailed  explanation  and  information 
about  the  privilege  protections  as 
compared  to  the  confidentiality 
provisions  in  the  proposed  rule.  Some 
commenters  asked  for  clarification 
about  how  breaches  of  privilege  can  be 
enforced  and  who  can  assert  privilege 
protection.  Two  commenters  asked 
whether  hospital  peer  review 
committees  established  under  state  law 
qualify  as  disciplinary  bodies  for 
purposes  of  the  privilege  protection  and 
if  there  is  a  distinction  between 
discipline  by  a  state  licensing  body  and 
discipline  by  an  internal  peer  review 
committee. 

Response:  The  Secretary  does  not 
have  the  authority  to  interpret  and 
enforce  the  privilege  protections  of  the 
statute,  and  thus,  the  proposed  rule  did 
not  contain  a  detailed  discussion  of 


these  provisions  nor  can  we  provide 
further  explanation  or  interpretation  in 
this  final  rule.  Rather,  as  described 
above,  the  privilege  provisions  are 
included  only  for  convenience  and 
completeness,  and  because  the  privilege 
exceptions  mirror  exceptions  to 
confidentiality.  The  privilege 
protections  attach  to  patient  safety  work 
product,  and  we  expect  that  the 
privilege  of  patient  safety  work  product 
will  be  adjudicated  and  enfoirced  by  the 
tribunals,  agencies  or  professional 
disciplinary  bodies  before  which  the 
information  is  sought  and  before  whom 
the  proceedings  take  place.  A  provider 
facing  an  opposing  party  who  seeks  to 
introduce  patient  safety  work  product  in 
court  may  seek  to  enforce  the  privilege 
by  filing  the  appropriate  motions  with 
the  court  asserting  the  privilege  to 
exclude  the  patient  safety  work  product 
from  the  proceeding. 

(B)  Section  3..204(b) — Exceptions  to 
privilege 

Proposed  Rule:  Proposed  §  3.204(b) 
described  the  exceptions  to  privilege 
established  at  section  922(c)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
.299b-22c,  thereby  permitting  disclosure 
of  patient  safety  work  product  under 
such  circumstances.  In  all  cases,  the 
exceptions  to  privilege  were  also 
proposed  as  exceptions  to 
confidentiality  at  §  3.206(b).  Proposed 
§  3.204(b)(1)  would  have  permitted  the 
disclosure  of  relevant  patient  safety 
work  product  for  use  in  a  criminal 
proceeding  after  a  court  makes  an  in 
camera  determination  that  the  patient 
safety  work  product  contains  evidence 
of  a  criminal  act,  is  material  to  the 
proceeding,  and  is  not  reasonably 
available  from  any  other  source. 
Proposed  §  3.204(b)(2)  would  have 
permitted  disclosure  of  identifiable 
patient  safety  work  product  to  the  extent 
required  to  carry  out  the  securing  and 
provision  of  equitable  relief  as  provided 
under  section  922(f)(4)(A)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
22(f)(4)(A).  Proposed  §  3.204(b)(3) 
would  have  permitted  disclosure  of 
identifiable  patient  safety  work  product 
when  each  of  the  identified  providers 
authorized  the  disclosure.  Finally, 
proposed  §  3.204(b)(4)  would  have 
excepted  patient  safety  work  product 
from  privilege  when  disclosed  in 
nonidentifiable  form. 

Overview  of  Public  Comments:  Some 
commenters  expressed  concern  that 
allowing  exceptions  to  privilege  may 
not  adequately  protect  patient  safety 
work  product. 

Finql  Rule:  The  final  rule  adopts  the 
proposed  provisions.  The  statute 
explicitly  provides  for  these  limited 
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exceptions  to  privilege  and  thus,  they 
are  included  in  this  final  rule. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  that 
the  final  rule  align  the  privilege 
exceptions  in  §  3.204(b)  with  the 
permitted  disclosures  to  law 
enforcement  in  the  HIPAA  Privacy  Rule 
at  45  CFR  164.512(f). 

Response:  We  do  not  agree  that 
expanding  the  exceptions  to  privilege  in 
such  a  manner  is  appropriate  or 
prudent.  Congress  expressly  limited  the 
exceptions  to  privilege  to  those  we  have 
repeated  in  the  final  rule.  As  relevant  to 
law  enforcement,  the  Patient  Safety  Act 
permits  an  exception  from  privilege 
protection  for  law  enforcement  purposes 
in  oftly  very  narrow  circumstances — 
that  is,  patient  safety  work  product  may 
be  used  in  a  criminal  proceeding,  but 
only  after  a  judge  makes  an  in  camera 
determination  that  the  information 
contains  evidence  of  a  criminal  act,  is 
material  to  the  proceeding,  and  is  not 
reasonably  available  ft’om  any  other 
source.  See  §  3.204(b)(1).  We  do  not 
have  authority  to  further  expand  or 
interpret  the  exceptions  to  privilege 
provided  for  in  the  statute.  Further,  we 
believe  strong  privilege  protections  are 
essential  to  ensuring  the  goals  of  the 
statute  are  met  by  encouraging 
maximum  provider  participation  in 
patient  safety  reporting.  We  note  that 
§3.206(c)(10)  permits  the  disclosure  of 
patient  safety  work  product  relating  to 
an  event  that  either  constitutes  the 
commission  of  a  crime,  or  for  which  the 
disclosing  person  reasonably  believes 
constitutes  the  commission  of  a  crime, 
to  law  enforcement,  provided  that  the 
disclosing  person  believes,  reasonably 
under  the  circumstances,  that  the 
patient  safety  work  product  that  is 
disclosed  is  necessary  for  criminal  law 
enforcement  purposes.  In  other  cases 
where  law  enforcement  needs  access  to 
information  that  is  contained  within 
patient  safety  work  product,  we 
emphasize  that  the  definition  of 
“patient  safety  work  product” 
specifically  excludes  a  patient’s  medical 
or  billing  record  or  other  original  patient 
information.  See  §  3.20,  paragraph  (2)(i) 
of  the  definition  of  “patient  safety  work 
product.”  Thus,  such  original  patient 
information  remains  available  to  law 
enforcement  in  accordance  with  the 
conditions  set  out  in  the  HIPAA  Privacy 
Rule,  if  applicable. 

(C)  Section  3.204(c) — Implementation 
and  Enforcement  of  the  Patient  Safety 
Act 

Proposed  Rule:  Proposed  §  3.204(c) 
would  have  excepted  from  privilege 
disclosures  of  relevant  patient  safety 


work  product  to  or  by  the  Secretary  as 
needed  for  investigating  or  determining 
compliance,  or  seeking  or  imposing  civil 
money  penalties,  with  respect  to  this 
rule  or  for  making  or  supporting  PSO 
certification  or  listing  decisions  under 
the  Patient  Safety  Act.  We  proposed  that 
these  disclosures  also  be  permitted  as  an 
exception  to  confidentiality  at 
§  3.206(d).  We  explained  that,  in  order 
to  perform  investigations  and 
compliance  reviews  to  determine 
whether  a  violation  occurred,  the 
Secretary  may  need  to  have  access  to 
privileged  and  confidential  patient 
safety  work  product  and  that  we  believe 
Congress  could  not  have  intended  the 
privilege  and  confidentiality  protections 
of  the  Patient  Safety  Act  to  impede  such 
enforcement  by  prohibiting  access  to 
necessary  information  by  the  Secretary. 
Thus,  the  proposed  provision  would 
have  allowed  disclosure  of  patient 
safety  work  product  to  and  by  the 
Secretary  for  enforcement  purposes, 
including  the  introduction  of  such 
information  into  ALJ  or  Board 
proceedings,  disclosure  by  the  Board  to 
properly  review  determinations  or  to 
provide  records  for  court  review,  as  well 
as  disclosure  during  investigations  by 
OCR  or  activities  in  reviewing  PSO 
certifications  by  AHRQ.  Patient  safety 
work  product  disclosed  under  this 
proposed  exception  would  have 
remained  privileged  and  confidential 
pursuant  to  proposed  §  3.208,  and 
proposed  §  3.312  limited  the  Secretary 
to  only  disclosing  identifiable  patient 
safety  work  product  obtained  in 
connection  with  an  investigation  or 
compliance  review  for  enforcement 
purposes  or  as  otherwise  permitted  by 
the  proposed  rule  or  Patient  Safety  Act. 

We  also  explained  in  the  preamble  to 
the  proposed  rule  that  the  privilege 
provisions  in  the  Patient  Safety  Act 
would  not  bar  the  Secretary  from  using 
patient  safety  work  product  for 
compliance  and  enforcement  activities 
related  to  the  HIPAA  Privacy  Rule.  This 
interpretation  was  based  on  the 
statutory  provision  at  section  922(g)(3) 
of  the  Public  Health  Service  Act,  42 
U.S.C.  299b-22(g)(3),  which  provides 
that  the  Patient  Safety  Act  does  not 
affect  the  implementation  of  the  HIPAA 
Privacy  Rule. 

Overview  of  Public  Comments:  We 
received  one  comment  in  support  of  and 
no  comments  opposed  to  this  proposed 
provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision,  but  expands  it  to 
expressly  provide  that  patient  safety 
work  product  also  may  be  disclosed  to 
or  by  the  Secretary  as  needed  to 
investigate  or  determine  compliance 
with  or  to  impose  a  civil  money  penalty 


under  the  HIPAA  Privacy  Rule.  This 
new  language  implements  the  statutory 
provision  at  section  922(g)(3)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(g)(3),  which,  as  explained 
above,  makes  clear  that  the  Patient 
Safety  Act  is  not  intended  to  affect 
implementation  of  the  HIPAA  Privacy 
Rule.  Given  the  significant  potential  for 
an  alleged  impermissible  disclosure  to 
implicate  both  this  rule’s  confidentiality 
provisions,  as  well  as  the  HIPAA 
Privacy  Rule,  the  Secretary  may  require 
access  to  privileged  patient  safety  work 
product  for  purposes  of  determining 
compliance  with  the  HIPAA  Privacy 
Rule.  The  Secretary  will  use  such 
information  consistent  with  the 
statutory  prohibition  against  imposing 
civil  money  penalties  under  both 
authorities  for  the  same  act. 

With  respect  to  this  rule,  the 
provision,  as  it  did  in  the  propo.sed  rule, 
makes  clear  that  privilege  does  not 
apply  to  patient  safety  work  product 
disclosed  to  or  by  the  Secretary  if 
needed  to  investigate  or  determine 
compliance  with  this  rule,  or  to  make  or 
support  decisions  with  respect  to  listing 
of  a  PSO.  This  may  include  access  to 
and  disclosure  of.  patient  safety  work 
product  to  enforce  the  confidentiality 
provisions  of  the  rule,  to  make  or 
support  decisions  regarding  the 
acceptance  of  certification  and  listing  as 
a  PSO,  or  to  revoke  such  acceptance  and 
to  delist  a  PSO,  or  to  assess  or  verify 
PSO  compliance  with  the  rule. 

2.  Section  3.206 — Confidentiality  of 
Patient  Safety  Work  Product 

Proposed  §  3.206  described  the 
confidentiality  protection  of  patient 
safety  work  product,  as  well  as  the 
exceptions  from  confidentiality 
protection. 

(A)  Section  3.206(a) — Confidentiality 

Proposed  Rule:  Proposed  §  3.206(a) 

would  have  established  the  general 
principle  that  patient  safety  work 
product  is  confidential  and  shall  not  be 
disclosed  by  anyone  holding  the  patient 
safety  work  product,  except  as 
permitted  or  required  by  the  rule. 

Overview  of  Public  Comments:  We 
received  no  comments  directly  in 
reference  to  this  provision. 

Final  Rule:  The  final  rule  adopts  this 
proposed  provision. 

(B)  Section  3.206(b) — Exceptions  to 
confidentiality 

Proposed  Rule:  Proposed  §  3.206(b) 
described  the  exceptions  to 
confidentiality,  or  permitted 
disclosures.  The  preamble  to  the 
proposed  rule  explained  that  there  were 
several  overarching  principles  that 
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applied  to  these  exceptions  from 
confidentiality.  First,  these  exceptions 
were  “permissions”  to  disclose  patient 
safety  work  product  and  the  holder  of 
the  information  retained  full  discretion 
whether  to  disclose.  Further,  as  the 
proposed  rule  was  a  Federal  baseline  of 
protection,  a  provider,  PSO,  or 
responsible  person  could  impose  more  . 
stringent  confidentiality  policies  and 
procedures  on  patient  safety  work 
product  and  condition  the  release  of 
patient  safety  work  product  within  these 
exceptions  by  contract,  employment 
relationship,  or  other  means.  However, 
the  Secretary  would  not  enforce  such 
policies  or  private  agreements.  Second, 
when  exercising  discretion  to  disclose 
patient  safety  work  product,  we 
encouraged  providers,  PSOs,  and 
responsible  persons  to  attempt  to 
disclose  the  amount  of  information 
commensurate  with  the  purpose  of  the 
disclosure  and  to  disclose  the  least 
amount  of  identifiable  patient  safety 
work  product  appropriate  for  the 
disclosure  even  if  that  was  less  than 
what  would  otherwise  be  permitted  by 
the  rule  and  regardless  of  whether  the 
information  continued  to  be  protected 
under  the  rule  after  the  disclosure. 
Third,  the  proposal  prohibited  persons 
receiving  patient  safety  work  product 
from  redisclosing  it  except  as  permitted 
by  the  rule,  and  we  requested  comment 
on  whether  there  were  any  negative 
implications  of  limiting  redisclosures  in 
such  a  manner. 

We  also  described  how  the  proposal 
would  work  with  respect  to  entities  also 
subject  to  the  Privacy  Act  and/or  the 
HIPAA  Privacy  Rule.  We  explained  that 
agencies  subject  to  the  Patient  Safety 
Act  and  the  Privacy  Act,  5  U.S.C.  552a, 
must  comply  with  both  statutes  when 
disclosing  patient  safety  work  product. 
This  means  that,  for  agencies  subject  to 
both  laws,  a  disclosure  of  patient  safety 
work  product  could  only  be  made  if 
permitted  by  both  laws.  The  Privacy  Act 
permits  agencies  to  make  disclosures 
pursuant  to  established  routine  uses. 

See  5  U.S.C.  552a(a)(7);  552a(b)(3):  and 
552a(e)(4)(D).  Accordingly,  we 
recommended  that  Federal  agencies  that 
maintain  a  Privacy  Act  system  of 
records  containing  information  that  is 
patient  safety  work  product  include 
routine  uses  that  will  permit  the 
disclosures  allowed  by  the  Patient 
Safety  Act.  For  HIPAA  covered  entities, 
we  explained  that  when  a  patient’s 
protected  health  information  is 
encompassed  within  patient  .safety  work 
product,  any  disclosure  of  such 
information  also  must  comply  with  the 
HIPAA  Privacy  Rule. 

Overview  of  Public  Comments:  Some 
commenters  expressed  general  support 


for  the  narrowly  drawn  exceptions  to 
confidentiality  in  the  proposed  rule, 
while  one  commenter  expressed 
concern  that  the  exceptions  were 
unnecessarily  complex  to  accomplish 
their  purpose.  Several  commenters 
asked  that  the  final  rule  include 
additional  exceptions  to  confidentiality 
or  disclosure  permissions.  For  example, 
some  commenters  suggested  that  the 
final  rule  permit  the  disclosure  of 
patient  safety  work  product  to  federal, 
state,  and  local  agencies  to  fulfill 
mandatory  reporting  requirements. 

Other  commenters  suggested  an 
exception  be  created  to  permit  the 
disclosure  of  patient  safety  work 
product  to  state  survey  agencies, 
regulatory  bodies,  or  to  any  federal  or 
state  agency  for  oversight  purposes. 
Another  commenter  requested  that  the 
final  rule  include  a  disclosure 
permission  for  emergency 
circumstances  similar  to  the  HIPAA 
Privacy  Rule  disclosure  at  54  CFR 
164.512(j),  allowing  a  PSO  to  disclose 
patient  safety  work  product  if  it 
determines  a  pattern  of  harm  and  that 
disclosure  is  necessary  to  prevent  an 
individual  from  harming  a  person  or  the 
public.  One  commenter,  however, 
believed  the  proposed  rule  contained 
too  many  exceptions  to  confidentiality, 
and  thus,  did  not  adequately  protect 
patient  safety  work  product:  this 
commenter  suggested  that  some 
disclosure  permissions  be  eliminated  in 
the  final  rule  but  did  not  recommend 
which  ones. 

Several  commenters  responded  to  the 
question  regarding  whether  there  were 
any  negative  implications  of  limiting 
redisclosures  as  outlined  in  the 
proposed  rule.  These  commenters 
supported  the  limitations  on 
redisclosures  of  patient  safety  work 
product  in  the  proposed  rule;  we 
received  no  comments  identifying  any 
negative  implications  of  this  limitation. 
One  commenter,  however,  noted  that 
the  redisclosures  should  be  governed  by 
the  HIPAA  Privacy  and  Security  Rules. 

Finally,  some  commenters  sought 
clarification  regarding  preemption. 
Several  commenters  asked  whether  the 
federal  patient  safety  work  product 
protections  preempted  existing  State 
law  that  permitted  or  required 
disclosure  of  similar  types  of  records. 
Other  commenters  asked  whether 
greater  State  law  protections  continue  to 
exist  alongside  patient  safety  work 
product  protections,  stating  that  some 
providers  may  decide  not  to  participate 
with  a  PSO  if  they  would  lose  existing 
State  law  protections. 

Final  Rule:  The  final  rule  generally 
adopts  the  proposed  provisions,  with 
some  modifications  as  explained  below 


in  the  specific  discussions  of  the 
individual  disclosure  permissions.  The 
disclosure  permissions  in  this  section 
reflect  those  provided  by  the  statute, 
and  the  Secretary  has  no  authority  to 
eliminate  or  neglect  to  implement 
certain  of  the  provisions.  Further,  the 
statute  provides  only  limited  authority 
to  the  Secretary  to  expand  the 
disclosure  permissions.  See,  for 
example,  section  922(c)(2)(F)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(c)(2)(F),  providing  the 
Secretary  with  authority  to  create 
permissions  for  disclosures  that  the 
Secretary  may  determine,  by  rule  or 
other  means,  are  necessary  for  business 
operations  and  are  consistent  with  the 
goals  of  the  statute.  Thus,  the  final  rule 
does  not  create  any  new,  or  eliminate 
any  proposed,  categories  of  disclosure 
permissions 

With  respect  to  those  commenters 
who  requested  a  disclosure  permission 
be  added  to  allow  for  the  disclosure  of 
patient  safety  work  product  to  federal, 
state,  and  local  agencies  to  fulfill 
mandatory  reporting  requirements  or  for 
oversight  purposes,  we  disagree  that 
such  a  modification  is  necessary.  The 
final  rule  gives  providers  much 
flexibility  iri  defining  and  structuring 
their  patient  safety  evaluation  system,  as 
well  as  determining  what  information  is 
to  become  patient  safety  work  product 
and,  thus,  protected  from  disclosure. 
Providers  can  structure  their  systems  in 
a  manner  that  allows  for  the  use  of 
information  that  is  not  patient  safety 
work  product  to  fulfill  their  mandatory 
reporting  obligations.  See  the  discussion 
regarding  the  definition  of  “patient 
safety  work  product”  in  this  preamble 
for  more  information.  Further,  as 
original  medical  and  other  records  are 
expressly  excepted  from  the  definition 
of  “patient  safety  work  product,” 
providers  always  have  the  option  of 
using  those  records  to  generate  the 
reports  necessary  for  their  mandatory 
reporting  obligations  to  federal,  state, 
and  local  agencies. 

With  respect  to  disclosures  for 
emergency  circumstances,  the  Patient 
Safety  Act  provides  no  general 
exception  for  such  disclosures. 

However,  patient  safety  work  product 
may  be  disclosed  under  §  3.2U6(b)(10)  to 
law  enforcement  if  the  disclosing  party 
reasonably  believes  the  patient  safety 
work  product  contains  information  that 
constitutes  a  crime.  For  emergency 
circumstances  that  do  not  rise  to  the 
level  of  criminal  conduct,  the 
information  necessary  to  identify  and 
address  such  emergencies  should  be 
readily  available  and  accessible  in 
medical  records  and  other  original 
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documents  that  are  not  protected  as 
patient  safety  work  product. 

The  final  rule  also  adopts  the 
redisclosure  limitations  of  the  proposed 
rule.  As  described  above,  commenters 
largely  supported,  and  did  not  identify 
negative  implications  of,  these 
restrictions.  We  discuss  the  individual 
redisclosure  limitations  below  in  the 
specific  discussions  regarding  the 
disclosure  permissions  to  which  they 
apply.  We  note  that  the  HIPAA  Privacy 
and  Security  Rules  will  govern 
redisclosures  of  patient  safety  work 
product  only  to  the  extent  that  the 
redisclosures  are  made  by  a  HIPAA 
covered  entity  and  the  patient  safety 
work  product  encompasses  protected 
health  information. 

In  response  to  the  comments  and 
questions  regarding  preemption,  we 
note  that  the  Patient  Safety  Act  provides 
that,  notwithstanding  any  other 
provision  of  Federal,  State,  or  local  law, 
and  subject  to  the  prescribed 
exceptions,  patient  safety  work  product 
shall  be  privileged  and  confidential.  See 
sections  922(a)  and  (b)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
22(a)  and  (b).  The  statute  also  provides 
as  rules  of  construction  the  following: 

(1)  that  the  Patient  Safety  Act  does  not 
limit  the  application  of  other  Federal, 
State,  or  local  laws  that  provide  greater 
privilege  or  confidentiality  protections 
than  those  provided  by  the  Patient 
Safety  Act;  and  (2)  the  Patient  Safety 
Act  does  not  preempt  or  otherwise  affect 
any  State  law  requiring  a  provider  to 
report  information  that  is  not  patient 
safety  work  product.  See  section  922(g) 
of  the  Public  Health  Service  Act,  42 
U.S.C.  299b-22(g).  Thus,  the  patient 
safety  work  product  protections 
provided  for  under  the  statute  generally 
preempt  State  or  other  laws  that  would 
permit  or  require  disclosure  of 
information  contained  within  patient 
safety  work  product.  However,  State 
laws  that  provide  for  greater  protection 
of  patient  safety  work  product  are  not 
preempted  and  continue  to  apply. 

Response  to  Other  Public  Comments 

Comment:  Several  commenters  asked 
that  the  final  rule  discuss  redisclosures 
in  more  detail  and  further  explain  the 
consequences  of  redisclosures. 

Response:  A  redisclosure,  or  “further 
disclosure"  as  described  in  the 
regulatory  text,  of  patient  safety  work 
product,  like  a  disclosure,  is  the  release, 
transfer,  provision  of  access  to,  or 
divulging  in  any  other  manner  of  patient 
safety  work  product  by  an  entity  or 
natural  person  holding  the  patient  safety 
work  product  to  another  legally  separate 
entity  or  natural  person  outside  the 
entity  holding  the  patient  safety  work 


product.  Natural  persons  or  entities  who 
receive  patient  safety  work  product 
generally  may  further  disclose  such 
information  pursuant  to  any  of  the 
disclosure  permissions  in  the  final  rule 
at  §  3.206,  except  where  expressly 
limited  pursuant  to  the  provision  under 
which  the  natural  person  or  entity 
received  the  information.  These 
restrictions  on  further  disclosures  may 
be  found  at  §§  3.206(b)(4)(ii)  (disclosure 
to  a  contractor  of  a  provider  or  PSO  for 
patient  safety  activities),  3.206(b)(7) 
(disclosure  to  the  Food  and  Drug 
Administration  (FDA)  and  entities 
required  to  report  to  FDA),  3.206(b)(8) 
(voluntary  disclosure  to  an  accrediting 
body),  3.206(b)(9)  (business  operations), 
and  3.206(b)(10)  (disclosure  to  law 
enforcement).  These  limitations  are 
described  more  fully  below  in  the 
discussions  concerning  the  disclosure 
permissions  to  which  they  apply.  As 
with  an  impermissible  disclosure, 
impermissible  redisclosures  are  subject 
to  enforcement  by  the  Secretary  and 
potential  civil  money  penalties. 

Comment:  Two  commenters  asked 
that  we  monitor  the  impact  of  the  rule 
to  ensure  that  it  does  not  improperly 
impede  the  necessary  sharing  of  patient 
safety  work  product. 

Response:  As  the  rule  is  implemented, 
we  will  monitor  its  impact  and  consider 
whether  any  concerns  that  are  raised  by 
providers,  PSOs,  and  others  should  be 
addressed  through  future  modification 
to  the  rule  or  guidance,  as  appropriate. 

(1)  Section  3.206(b)(1) — Criminal 
Proceedings 

Proposed  Rule:  Proposed  §  3.206(b)(1) 
would  have  permitted  the  disclosure  of 
identifiable  patient  safety  work  product 
for  use  in  a  criminal  proceeding,  if  a 
court  makes  an  in  camera  determination 
that  the  identifiable  patient  safety  work 
product  sought  for  disclosure  contains 
evidence  of  a  criminal  act,  is  material  to 
the  proceeding,  and  is  not  reasonably 
available  from  other  sources.  See  section 
922(c)(1)(A)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(c)(l)(A).  The 
proposed  provision  paralleled  the 
exception  to  privilege  at  proposed 
§  3.204(b)(1). 

As  we  explained  in  the  proposed  rule, 
the  Patient  Safety  Act  establishes  that 
patient  safety  work  product  generally 
will  continue  to  be  privileged  and 
confidential  upon  disclosure.  See 
section  922(d)(1)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(d)(l) 
and  §  3.208  of  this  rule.  However,  the 
Patient  Safety  Act  limits  the  continued 
protection  of  patient  safety  work 
product  disclosed  for  use  in  a  criminal 
proceeding  pursuant  to  this  provision. 

In  particular,  patient  safety  work 


product  disclosed  pursuant  to  this 
provision  continues  to  be  privileged 
after  disclosure  but  is  no  longer 
confidential.  See  section  922(d)(2)(A)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-22(d)(2)(A).  We  explained  that 
this  would  mean,  for  example,  that  law 
enforcement  personnel  who  obtain 
patient  safety  work  product  used  in  a 
criminal  proceeding  could  further 
disclose  that  information  because 
confidentiality  protection^would  not 
apply;  however,  law  enforcement  could 
not  seek  to  introduce  the  patient  safety 
work  product  in  another  proceeding 
without  a  new  in  camera  determination 
that  would  have  complied  with  the 
privilege  exception  at  proposed 
§  3.204(b)(1). 

We  also  reminded  entities  that  are 
subject  to  the  HIPAA  Privacy  Rule  that 
anydisclosures  pursuant  to  this 
provision  that  encompass  protected 
health  information  also  would  need  to 
comply  with  the  HIPAA  Privacy  Rule’s 
provision  at  45  CFR  164.512(e)  for 
disclosures  pursuant  to  judicial 
proceedings.  We  explained  that  we 
expected  court  rulings  following  an  in 
camera  determination  to  be  issued  as  a 
court  order,  which  would  satisfy  the 
HIPAA  Privacy  Rule’s  requirements. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  this 
provision. 

Final  Rule:  The  final  rule  adopts'  the 
proposed  provision. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  that 
the  final  rule  make  clear  that  patient 
safety  work  product  disclosed  under 
this  provision  continues  to  be  privileged 
and  cannot  be  used  or  reused  as 
evidence  in  any  civil  proceeding  even 
though  the  information  is  no  longer 
confidential. 

Response:  The  final  rule  makes  this 
clear.  See  §  3.208(b)(1). 

(2)  Section  3.206(b)(2) — Equitable  Relief 
for  Reporters 

Proposed  Rule:  The  Patient  Safety  Act 
prohibits  a  provider  from  taking  an 
adverse  employment  action  against  an 
individual  who,  in  good  faith,  reports 
information  to  the  provider  for 
subsequent  reporting  to  a  PSO  or  to  a 
PSO  directly.  See  section  922(e)(1)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-22(e)(l).  For  purposes  of  this 
provision,  adverse  employment  actions 
include  loss  of  employment,  failure  to 
promote,  or  adverse  evaluations  or 
decisions  regarding  credentialing  or 
licensing.  See  922(e)(2)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
22(e)(2).  The  Patient  Safety  Act  provides 
adversely  affected  reporters  a  civil  right 
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of  action  to  enjoin  such  adverse 
employment  actions  and  obtain  other 
equitable  relief,  including  back  pay  or 
reinstatement,  to  redress  the  prohibited 
actions.  See  922(f)(4)  of  the  Public 
Health  Service  Act,.  42  U.S.C.  299b- 
22(f)(4).  To  effectuate  the  obtaining  of 
equitable  relief  under  this  provision,  the 
Patient  Safety  Act  provides  that  patient 
safety  work  product  is  not  subject  to  the 
privilege  protections  or  to  the 
confidentiality  protections.  Thus, 
proposed  §  3.206(b)(2)  would  have 
permitted  the  disclosure  of  identifiable 
patient  safety  work  product  by  an 
employee  seeking  redress  for  adverse 
employment  actions  to  the  extent  that 
the  information  is  necessary  to  permit 
the  equitable  relief.  This  proposed 
provision  paralleled  the  privilege 
exception  to  permit  equitable  relief  at 
proposed  §  3.204(b)(2).  Also,  in 
accordance  with  the  statute,  we 
proposed  that  once  patient  safety  work 
product  is  disclosed  pursuant  to  this 
provision,  it  would  have  remained 
subject  to  confidentiality  and  privilege 
protection  in  the  hands  of  all 
subsequent  holders  and  could  not  be 
further  disclosed  except  as  otherwise 
permitted  by  the  rule. 

We  also  provided  guidance  with 
respect  to  the  application  of  the  HIPAA 
Privacy  Rule  if  a  covered  entity  (or  its 
business  associate)  was  making  the 
disclosure  and  the  patient  safety  work 
product  included  protected  health 
information.  In  that  regard,  we 
explained  that,  under  the  HIPAA 
Privacy  Rule  at  45  CFR  164.512(e), 
when  protected  health  information  is 
sought  to  be  disclosed  in  a  judicial 
proceeding  via  subpoenas  and  discovery 
requests  without  a  court  order,  the 
disclosing  HIPAA  covered  entity  must 
seek  satisfactory  assurances  that  the 
party  requesting  the  information  has 
made  reasonable  efforts  to  provide 
written  notice  to  the  individual  who  is 
the  subject  of  the  protected  health 
information  or  to  secure  a  qualified 
protective  order. 

Finally,  the  proposed  rule  solicited 
comments  on  whether  the  obtaining  of 
a  protective  order  should  be  a  condition 
of  the  disclosure  under  this  provision  or 
whether,  instead,  the  final  rule  should 
require  only  a  good  faith  effort  to  obtain 
a  protective  order  as  a  condition  of  this 
disclosure. 

Overview  of  Public  Comments:  Tw'o 
commenters  expressed  general  support 
for  the  proposed  provision,  stating  that 
it  struck  the  appropriate  balance 
between  maintaining  the  confidentiality 
and  privilege  protections  on  patient 
.safety  work  product  and  allowing 
reporters  of  patient  safety  work  product 
to  seek  redress  for  adverse  employment 


actions.based  upon  their  good  faith 
reporting  of  this  information  to  a  PSO. 
Several  commenters  responded  to  the 
question  posed  in  the  proposed  rule 
asking  whether  a  protective  order 
should  be  a  condition  of  disclosure 
under  this  provision  or  if  a  good  faith 
effort  in  obtaining  a  protective  order 
should  be  sufficient.  All  of  these 
commenters  agreed  that  the  obtaining  of 
a  protective  order  should  be  a  condition 
of  disclosure  of  patient  safety  work 
product  under  this  provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  disclosure  permission  at 
§  3.206(b)(2)  but  conditions  the 
permitted  disclosure  for  equitable  relief 
on  the  provision  of  a  protective  order  by 
the  court  or  administrative  tribunal  to 
protect  the  confidentiality  of  the  patient 
safety  work  product  during  the  course  of 
the  proceeding.  Although  patient  safety 
work  product  remains  confidential  and 
privileged  in  the  hands  of  all  recipients 
after  disclosure  under  this  provision,  we 
recognize  that  the  sensitive  nature  of  the 
patient  safety  work  product  warrants 
requiring  a  protective  order  as 
additional  protection  on  this 
information.  Because  some  participants 
and  observers  of  a  proceeding  involving 
equitable  relief  for  an  adverse 
employment  action  may  not  be  aware 
that  certain  information  is  protected  as 
patient  safety  work  product  to  which 
penalties  attach  for  impermissible 
disclosures,  requiring  a  protective  order 
is  prudent  to  ensure  that  patient  safety 
work  product  is  adequately  protected 
and  that  individuals  are  put  on  notice 
of  its  protected  status.  As  we  explained 
in  the  proposed  rule,  such  a  protective 
order  could  take  many  forms  that 
preserve  the  confidentiality  of  patient 
safety  work  product.  For  example,  the 
order  could  limit  the  use  of  the 
information  to  case  preparation,  but  not 
make  it  evidentiary.  Or,  the  order  might 
prohibit  the  disclosure  of  the  patient 
safety  work  product  in  publicly 
accessible  proceedings  and  in  court 
records  to  prevent  liability  from  moving 
to  a  myriad  of  unsuspecting  parties. 

We  recognize  that,  in  some  cases,  a 
reporter  seeking  equitable  relief  may  be 
unable  to  obtain  a  protective  order  from 
a  court  prior  to  making  a  necessary 
disclosure  of  patient  safety  work 
product,  despite  the  reporter’s  good 
faith  and  diligent  effort  to  obtain  one.  If 
the  Secretary  receives  a  complaint  that 
patient  safety  work  product  was 
disclosed  by  a  reporter  seeking  equitable 
relief,  the  Secretary  has  discretion  not  to 
impolse  a  civil  money  penalty,  if 
appropriate.  While  the  final  rule 
requires  a  protective  order  as  a 
condition  of  disclosure,  it  is  not  the 
Secretary’s  intent  to  frustrate  the 


obtaining  of  equitable  relief  provided  for 
under  the  statute.  Thus,  the  Secretary 
will  review  the  circumstances  of  such 
complaints  to  determine  whether  to 
exercise  his  enforcement  discretion  to 
not  pursue  a  civil  money  penalty. 

(3)  Section  3.206(b)(3) — Authorized  by 
Identified  Providers 

Proposed  Rule:  Proposed  §  3.206(b)(3) 
would  have  permitted  a  disclosure  of 
patient  safety  work  product  when  each 
provider  identified  in  the  patient  safety 
work  product  separately  authorized  the 
disclosure.  This  provision  paralleled  the 
privilege  exception  at  proposed 
§  3.204(b)(3)  and  was  based  on  section 
922(c)(1)(C)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(c)(l)(C).  The 
proposed  rule  explained  that  patient 
safety  work  product  disclosed  under 
this  exception  would  continue  to  be 
confidential  pursuant  to  the  continued 
confidentiality  provisions  at  section 
922(d)(1)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(d)(l),  and 
persons  would  be  subject  to  liability  for 
further  disclosures  in  violation  of  that 
confidentiality. 

We  also  explained  that  it  would  be 
insufficient  to  make  identifiable 
information  regarding  a  nonauthorizing 
provider  nonidentifiable  in  lieu  of 
obtaining  an  authorization.  While  we 
considered  such  an  approach,  we 
rejected  it  as  impractical  given  that  it 
seemed  there  would  be  very  few,  if  any, 
situations  in  which  a  nonauthorizing 
provider  could  be  nonidentified  without 
also  needing  to  nonidentify,  or  nearly 
so,  an  authorizing  provider  in  the  same 
patient  safety  work  product. 

We  encouraged  persons  disclosing 
patient  safety  work  product  to  exercise 
discretion  with  respect  to  the  scope  of 
patient  safety  work  product  disclosed 
and  to  consider  whether  identifying 
information  regarding  reporters  or 
patients  was  necessary,  even  though  the 
statute  required  neither  patient  nor 
reporter  authorization  under  this 
provision.  We  also  explained  that,  if  the 
disclosing  entity  is  a  HIPAA  covered 
entity  (or  business  associate),  the 
HIPAA  Privacy  Rule,  including  the 
minimum  necessary  standard  when 
applicable,  would  apply  to  the 
disclosure  of  protected  health 
information  contained  within  the 
patient  safety  work  product.  Further,  if 
the  disclosure  was  not  also  permitted 
under  the  HIPAA  Privacy  Rule,  the 
patient  information  would  need  to  be 
de-identified.  We  sought  public 
comment  as  to  whether  the  proposed 
approach  was  sufficient  to  protect  the 
interests  of  reporters  and  patients 
identified  in  the  patient  safety  work 
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product  permitted  to  be  disclosed 
pursuant  to  this  provision. 

While  the  Patient  Safety  Act  does  not 
specify  the  form  of  the  authorization 
under  this  exception,  we  proposed  that 
an  authorization  be  in  writing,  be  signed 
by  the  authorizing  provider,  and  contain 
sufficient  detail  to  fairly  inform  the 
provider  of  the  nature  and  scope  of  the 
disclosures  being  authorized.  The 
proposed  rule  w’ould  not  have  required 
that  any  specific  terms  be  included  in 
the  authorization,  only  that  disclosures 
be  made  in  accordance  with  the  terms 
of  the  authorization,  whatever  they  may 
be.  We  sought  public  comment  on 
whether  a  more  stringent  standard 
w'ould  be  prudent  and  workable,  such  as 
an  authorization  process  that  is 
disclosure  specific. 

We  also  proposed  that  any 
authorization  be  maintained  by  the 
disclosing  entity  or  person  for  a  period 
of  six  years  from  the  date  of  the  last 
disclosure  made  in  reliance  on  the 
authorization,  the  limit  of  time  within 
which  the  Secretary'  must  initiate  an 
enforcement  action. 

Overview  of  Public  Comments: 

Several  commenters  responded  that 
patients  and  reporters  identified  in 
patient  safety  work  product  are 
adequately  protected  by  this  regulation 
and  by  the  HIPAA  Privacy  Rule  for 
covered  entities.  Some  commenters, 
however,  suggested  that  the  HIPAA 
Privacy  Rule’s  minimum  necessary 
standard  be  applied  to  disclosures 
under  this  provision  so  that  only  the 
minimum  necessary  amount  of  patient 
safety  w'ork  product  would  be  permitted 
to  be  disclosed. 

Several  commenters  also  responded  to 
the  question  of  whether  a  stricter  or 
more  prescribed  standard  for  the 
authorizations  should  be  included  in 
the  final  rule,  the  majority  of  whom 
stated  that  the  authorization 
requirements  outlined  in  the  proposed 
rule  were  adequate.  One  commenter 
recommended  that  the  final  rule  not 
regulate  the  terms  of  the  provider 
authorization  and  that  such  terms  be  left 
to  the  parties.  Another  commenter 
suggested  that  provider  authorizations 
be  time-limited,  w’hile  other 
commenters  asked  for  a  model 
authorization  form  and  that  the  final 
rule  provide  a  process  for  revocation  of 
authorizations. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision.  Thus,  a  provider, 
PSO,  or  responsible  person  may  disclose 
identifiable  patient  safety  work  product 
if  a  valid  authorization  is  obtained  from 
each  identified  provider  and  the 
disclosure  is  consistent  with  such 
authorization.  As  in  the  proposed  rule, 
such  authorizations  must  be  retained  by 


the  disclosing  entity  for  six  years  from 
the  date  of  the  last  disclosure  made  in 
reliance  on  the  authorization  and  made 
available  to  the  Secretary  upon  request. 
Further,  as  the  Department  agrees  with 
those  commenters  who  believed  the 
specific  terms  of  the  provider 
authorizations  should  be  left  to  the 
parties,  the  final  rule,  as  in  the  proposed 
rule,  requires  only  that  the  authorization 
of  each  of  the  identified  providers  be  in 
writing  and  signed,  and  contain 
sufficient  detail  to  fairly  inform  the 
provider  of  the  nature  and  scope  of  the 
disclosures  being  authorized.  Thus,  the 
parties  are  free  to  define  their  own 
specific  terms  for  provider 
authorizations,  including  any  time 
limitations  and  to  what  extent  and  the 
process  through  which  such 
authorizations  are  revocable.  Given  the 
final  rule  does  not  prescribe  a  particular 
form  or  the  terms  of  provider 
authorizations  under  this  provision,  v/e 
do  not  believe  providing  a  model 
authorization  form  is  appropriate  or 
feasible. 

With  respect  to  patient  and  reporter 
identifiers,  we  continue  to  strongly 
encourage  disclosers  to  consider  how 
much  patient  safety  work  product  is 
necessary,  and  whether  patient  or 
reporter  identifiers  are  necessary,  to 
accomplish  the  purpose  of  the 
authorized  disclosure.  However,  this 
final  rule  does  not  include  specific 
limitations  on  the  disclosure  of  patient 
and  reporter  identifiers  under  this 
provision,  so  long  as  the  di,sclosure  is  in 
accordance  with  the  terms  of  the 
provider  authorizations.  In  addition,  the 
HIPAA  Privacy  Rule,  including  the 
minimum  necessary  or  de-identification 
standard,  as  appropriate,  continues  to 
apply  to  the  disclosure  of  any  protected 
health  information  contained  within  the 
patient  safety  work  product. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  for 
clarification  as  to  whether  state  taws 
requiring  greater  protection  for  patient 
safety  work  product  would  apply  to 
disclosures  pursuant  to  this  provision. 

Response:  Section  922(g)(1)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(g)(l),  provides  that  the  Patient 
Safety  Act  does  not  limit  the  application 
of  other  Federal,  State,  or  local  laws  that 
provide  greater  privilege  or 
confidentiality  protections  than 
provided  by  the  Act.  Thus,  state  laws 
providing  greater  protection  for  patient 
safety  work  product  are  not  preempted 
and  would  apply  to  disclosures  of 
patient  safety  wmrk  product. 

Comment:  One  commenter  expressed 
concern  that  this  disclosure  permission 
conflicts  with  the  disclosure  permission 


for  patient  safety  activities  at  proposed 
§  3.206(b)(4)  because  this  disclosure 
permission  does  not  allow  the  sharing  of 
any  provider  information,  even  if  made 
nonidentifiable,  unless  all  providers 
identified  in  the  patient  safety  work 
product  authorize  the  disclosure,  while 
the  disclosure  permission  for  patient 
safety  activities  allows  the  sharing  of 
provider  information  between  PSOs  and 
between  providers,  as  long  as  it  is 
anonymized.  ' 

Response:  These  disclosure 
permissions  are  separate  and 
independent  of  one  another  and  serve 
different  purposes.  Disclosures  of 
patient  safety  work  product  may  be 
made  pursuant  to  either  permission, 
provided  the  relevant  conditions  are 
met. 

Comment:  One  commenter  expressed 
concern  about  the  disclosure 
permission’s  prohibition  on  disclosing 
patient  safety  work  product  in 
nonidentifiable  form  with  respect  to  a 
provider  who  has  not  authorized  the 
disclosure  of  the  information,  stating 
that  this  construct  would  make  the 
provision  difficult  to  implement. 

Response:  The  final  rule  adopts  the 
provisions  of  the  proposed  rule  and 
does  not  permit  patient  safety  work 
product  to  be  disclosed  if  the 
information  is  rendered  nonidentifiable 
with  respect  to  a  nonauthorizing 
provider.  As  explained  above,  there  are 
likely  few  situations  in  which  a 
nonauthorizing  provider  could  be 
nonidentified  without  having  to  also 
nonidentify  the  authorizing  providers  in 
the  patient  safety  work  product  to  be 
disclosed  under  this  provision. 
Therefore,  allowing  nonidentification  of 
the  nonauthorizing  provider  is 
impractical. 

Comment:  One  commenter 
recommended  that  a  copy  of  the 
provider  authorization  be  kept  in  a 
patient’s  file,  if  the  provider’s 
authorized  disclosure  of  patient  safety 
work  product  resulted  in  a  disclosure  of 
the  patient’s  protected  health 
information,  so  that  these  disclosures 
can  be  tracked  and  included  in  an 
accounting  of  disclosures  as  required  by 
45  CFR  164.528  of  the  HIPAA  Privacy 
Rule. 

Response:  While  the  commenter’s 
suggestion  may  assist  in  complying  with 
the  HIPAA  Privacy  Rule’s  accounting  of 
disclosures  standard,  we  do  not  include 
such  a  requirement  in  the  final  rule. 
Given  that  the  authorizations  provided 
for  under  this  provision  are  focused  on 
the  disclosure  of  the  provider’s 
identifiable  information  and  that  the 
specific  terms  of  such  authorizations 
will  vary  based  on  the  circumstances  of 
the  disclosure  and  the  parties,  it  is 
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unlikely  that  such  authorizations  will 
contain  the  information  necessary  for  a 
HIPAA  covered  entity  to  meet  its 
accounting  obligations  to  the  individual 
patient.  Further,  HIPAA  covered  entities 
are  free  to  design  and  use  approaches 
for  compliance  with  the  HIPAA  Privacy 
Rule’s  accounting  standard  that  are  best 
suited  to  their  business  needs  and 
information  systems. 

(4)  Section  3.206(b)(4) — Patient  Safety 
Activities 

Proposed  Rule:  Proposed  §  3.206(b)(4) 
would  have  permitted  the  disclosure  of 
identifiable  patient  safety  work  product 
for  patient  safety  activities  (i)  by  a 
provider  to  a  PSO  or  by  a  PSO  to  that 
disclosing  provider;  or  (ii)  by  a  provider 
or  a  PSO  to  a  contractor  of  the  provider 
or  PSO;  or  (iii)  by  a  PSO  to  another  PSO 
or  to  another  provider  that  has  reported 
to  the  PSO,  or  by  a  provider  to  another 
provider,  provided,  in  both  cases, 
certain  direct  identifiers  are  removed. 
This  proposed  permissible  disclosure 
provision  was  based  on  section 
922(c)(2)(A)  of  the  Public  Health  Service 
Act.  42  U.S.C.  299b-22(c)(2)(A),  which 
permits  the  disclosure  of  identifiable 
patient  safety  work  product  for  patient 
safety  activities.  The  proposed  rule 
provided  that,  consistent  with  the 
statute,  patient  safety  work  product 
would  remain  privileged  and 
confidential  once  disclosed  under  this 
provision. 

VVe  explained  in  the  proposed  rule 
that  patient  safety  activities  are  the  core 
mechanism  by  which  providers  may 
disclose  patient  safety  work  product  to 
obtain  external  expertise  from  PSOs  and 
through  which  PSOs  may  aggregate 
information  from  multiple  providers, 
and  communicate  feedback  and 
analyses  back  to  providers.  Thus,  the 
rule  needs  to  facilitate  such 
communications  so  that  improvements 
in  patient  safety  can  occur.  To  realize  • 
this  goal,  the  proposed  rule  at 
§  3.206(b)(4)(i)  would  have  allowed  for 
the  disclosure  of  identifiable  patient 
safety  work  product  reciprocally 
between  providers  and  the  PSOs  to 
which  they  have  reported.  This  would 
allow  PSOs  to  collect,  aggregate,  and 
analyze  patient  safety  event  information 
and  disseminate  findings  and 
recommendations  for  safety  and  quality 
improvements. 

The  proposed  rule  at  §  3.206(b)(4)(ii) 
also  would  have  allowed  for  disclosures 
by  providers  and  PSOs  to  their 
contractors  who  are  not  workforce 
members,  recognizing  that  there  may  be 
situations  where  providers  and  PSOs 
want  to  engage  contractors  who  are  not 
agents  to  carry  out  patient  safety 
activities.  However,  to  ensure  patient 


safety  work  product  remained 
adequately  protected  in  such  cases,  the 
proposed  rule  would  have  prohibited 
contractors  from  further  disclosing 
patient  safety  work  product,  except  to 
the  provider  or  PSO  from  which  they 
first  received  the  information.  We 
explained  in  the  proposed  rule  that  this 
limitation  would  not,  however,  preclude 
a  provider  or  PSO  from  exercising  its 
authority  under  section  922(g)(4)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(g)(4),  to  separately  delegate  its 
power  to  the  contractor  to  make  other 
disclosures.  We  also  stated  that, 
although  the  proposed  rule  did  not 
require  a  contract  between  the  provider 
or  PSO  and  the  contractor,  we  fully 
expected  the  parties  to  engage  in 
prudent  practices  to  ensure  patient 
safety  work  product  remained 
confidential. 

Further,  to  allow  for  more  effective 
aggregation  of  patient  safety  work 
product,  the  proposal  at  §  3.206(b)(4)(iii) 
would  have  allowed  PSOs  to  disclose 
patient  safety  work  product  to  other 
PSOs  or  to  other  providers  that  have 
reported  to  the  PSO  (but  not  about  the 
specific  event(s)  to  which  the  patient 
safety  work  product  relates),  and 
providers  to  disclose  patient  safety  work 
product  to  other  providers,  for  patient 
safety  activities,  as  long  as  the  patient 
safety  work  product  was  anonymized 
through  the  removal  of  direct  identifiers 
of  providers  and  patients.  See  proposed 
§  3.206(b)(4)(iii)(A).  In  particular,  to 
anonymize  provider  identifiers,  the 
proposed  rule  would  have  required  the 
removal  of  the  following  direct 
identifiers  of  any  providers  and  of 
affiliated  organizations,  corporate 
parents,  subsidiaries,  practice  partners, 
employers,  members  of  the  workforce, 
or  household  members  of  such 
providers:  (1)  Names;  (2)  postal  address 
information,  other  than  town  or  city. 
State  and  zip  code;  (3)  telephone 
numbers;  (4)  fax  numbers;  (5)  electronic 
mail  addresses;  (6)  social  security 
numbers  or  taxpayer  identification 
numbers:  (7)  provider  or  practitioner 
credentialing  or  DEA  numbers;  (8) 
national  provider  identification  number: 
(9)  certificate/license  numbers;  (10)  web 
universal  resource  locators:  (11)  internet 
protocol  (IP)  address  numbers;  (12) 
biometric  identifiers,  including  finger 
and  voice  prints;  and  (13)  full  face 
photographic  images  and  any 
comparable  images.  For  patient 
identifiers,  the  proposed  rule  would 
have  applied  the  HIPAA  Privacy  Rule 
limited  data  set  standard.  See  45  CFR 
164.514(e).  We  explained  in  the 
proposed  rule  that  removal  of  the 
required  identifiers  could  be  absolute  or 


be  done  through  encryption,  provided 
the  disclosing  entity  did  not  disclose  the 
key  to  the  encryption  or  the  mechanism 
for  re-identification. 

Recognizing  that  fully  nonidentifiable 
patient  safety  work  product  may  have 
limited  usefulness  due  to  the  removal  of 
key  elements  of  identification,  the 
proposed  rule  specifically  sought  public 
comment  on  whether  there  were  any 
entities  other  than  providers,  PSOs,  or 
their  contractors  that  would  need  fully 
identifiable  or  anonymized  patient 
safety  work  product  for  patient  safety 
activities. 

The  proposed  rule  also  explained  the 
intersection  with  the  HIPAA  Privacy 
Rule  with  respect  to  these  disclosures, 
and  noted  that,  as  provided  by  the 
statute,  PSOs  would  be  treated  as 
*  business  associates  and  patient  safety 
activities  performed  by,  or  on  behalf  of, 
a  covered  provider  by  a  PSO  would  be 
deemed  health  care  operations  as 
defined  by  the  HIPAA  Privacy  Rule.  For 
a  more  detailed  discussion  of  the 
application  of  the  HIPAA  Privacy  Rule 
with  respect  to  disclosures  under  this 
proposed  provision,  see  the  preamble  to 
the  proposed  rule  at  73  FR  8146-8147. 
The  proposed  rule  sought  public 
comment  on  whether  the  HIPAA 
Privacy  Rule  definition  of  “health  care 
operations”  should  be  modified  to 
include  a  specific  reference  to  patient 
safety  activities  and  whether  the  HIPAA 
Privacy  Rule  disclosure  pei mission  for 
health  care  operations  should  be 
modified  to  include  a  reference  to 
patient  safety  activities. 

Overview  of  Public  Comments:  The 
commenters  expressed  general  support 
for  the  reciprocal  disclosure  of  patient 
safety  work.product  between  providers 
and  PSOs  for  patient  safety  activities. 
Additionally,  commenters  expressed 
general  support  for  the  disclosure  of 
patient  safety  work  product  by  a  PSO  or 
provider  to  its  contractor  to  carry  out 
patient  safety  activities. 

Commenters  also  generally  supported 
the  proposed  permissible  disclosure  of 
patient  safety  work  product  between 
PSOs  for  patient  safety  activities, 
between  PSOs  and  other  providers  that 
have  reported  to  that  PSO,  and  between 
providers.  However,  many  commenters 
expressed  concern  about  the  proposed 
rule  requirement  at  §  3.206(b)(4)(iii)  to 
anonymize  patient  safety  work  product 
prior  to  disclosure.  Some  commenters 
stated  that  this  requirement 
inappropriately  limited  a  PSO’s  ability 
to  share  this  information  with  other 
PSOs  and  could  prevent  PSOs  from 
being  able  to  identify  duplicate  reports 
of  a  single  event  coming  from 
independent  sources  in  the  patient 
safety  work  product  received  from  other 
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PSOs.  One  suggested  that  PSOs  be  able 
to  share  identifiable  patient  safety  work 
product  with  other  PSOs,  while  another 
commenter  stated  that  provider  names, 
addresses,  and  phone  numbers  should 
be  included  in  patient  safety  work 
product  to  permit  follow  up  contact 
with  the  provider  and  as  a  way  to 
identify  duplicate  adverse  event  reports. 
This  commenter  suggested  that  PSOs  be 
able  to  contract  with  other  PSOs  as  their 
contractors  so  that  they  could  share 
patient  safety  information  that  has  not 
been  anonymized  with  one  another 
subject  to  §  3.206(b)(4Kii),  or 
alternatively,  that  the  final  rule  allow 
PSOs  to  share  patient  safety  work 
product  identifying  providers  with  other 
PSOs  if  a  contract  ensuring  the 
confidentiality  of  this  information  is  in 
place  between  the  PSOs.  Other 
commenters  expressed  concern  that  the 
anonymization  requirement  limited  the 
ability  of  providers  to  use  and  disclose 
patient  safety  work  product  to  other 
providers  or  students  for  educational, 
academic,  or  professional  purposes. 
These  commenters  feared  that  the 
proposed  rule  would  inhibit  providers’ 
ability  to  consult  with  other  providers 
about  patient  safety  events  and 
requested  clarification  from  the 
Department  that  the  rule  would  not 
prohibit  the  disclosure  of  patient  safety 
work  product  among  physicians  and 
other  health  care  professionals, 
particularly  for  education  purposes  or 
for  preventing  or  ameliorating  harm. 

Many  commenters  also  responded  to 
the  question  in  the  proposed  rule 
regarding  whether  the  patient  safety 
activities  disclosure  permission  should 
be  expanded  to  encompass  additional 
entities.  Commenters  identified  no 
additional  entities  to  include  in  this 
disclosure  permission;  however,  some 
commenters  suggested  that  the 
Department  monitor  this  provision  so 
that  exceptions  for  disclosures  to 
additional  entities  may  be  made  in  the 
future  if  necessary. 

Final  Rule:  The  final  rule  adopts 
without  modification  proposed 
§  3.206(b){4){i)  and  §  3.206(b)(4){ii), 
permitting  disclosure  of  patient  safety 
work  product  for  patient  safety  activities 
between  providers  and  PSOs,  and 
between  providers  or  PSOs  and  their 
contractors  that  undertake  patient  safety 
activities  on  their  behalf.  In  addition, 
the  final  rule  modifies  proposed 
§  3.206(b)(4)(iii)  with  respect  to 
disclosures  to  another  PSO  or  provider, 
redesignates  the  provision  as 
§  3.206(bK4)(iv),  and  adds  a  new 
§  3.206(b)(4)(iii). 

New  §  3.206(b)(4Kiii)  of  the  final  rule 
permits  disclosure  of  identifiable 
patient  safety  work  product  among 


affiliated  providers  for  patient  safety 
activities.  Unlike  disclosures  between 
providers  in  §  3.206(b)(4)(iv),  the  patient 
safety  work  product  disclosed  pursuant 
to  this  permission  need  not  be 
anonymized  prior  to  disclosure.  An 
affiliated  provider  is  defined  in  the  final 
rule  as  “with  respect  to  a  provider,  a 
legally  separate  provider  that  is  the 
parent  organization  of  the  provider,  is 
under  common  ownership, 
management,  or  control  with  the 
provider,  or  is  owned,  managed,  or 
controlled  by  the  provider.”  See  §  3.20. 
This  addition  to  the  final  rule  is 
included  in  recognition  that  certain 
provider  entities  with  a  common 
corporate  affiliation,  such  as  integrated 
health  systems,  may  have  a  need,  just  as 
a  single  legal  entity,  to  share  identifiable 
and  non-anonymized  patient  safety 
work  product  among  the  various 
provider  affiliates  and  their  parent 
organization  for  patient  safety  activities 
and  to  facilitate,  if  desired,  one 
corporate  patient  safety  evaluation 
system.  We  emphasize  that  provider 
entities  can  choose  not  to  use  this 
disclosure  mechanism  if  they  believe 
that  doing  so  would  adversely  affect 
provider  participation,  given  that 
patient  safety  work  product  would  be 
shared  more  broadly  across  the  affiliated 
entities. 

The  final  rule  adopts  the  disclosure 
permission  for  patient  safety  work 
product  proposed  at  §  3.206(b)(4)(iii)  in 
the  proposed  rule;  however,  the  final 
rule  relocates  this  disclosure  permission 
to  §  3.206(b)(4)(iv)  and  retitles  this 
section  for  clarity.  This  disclosure 
permission  requires  that  patient  safety 
work  product  disclosed  for  patient 
safety  activities  by  a  PSO  to  another 
PSO  or  to  another  provider  that  has 
reported  to  the  PSO  or  by  a  provider  to 
another  provider  must  be  anonymized 
through  the  removal  of  certain  provider- 
related  direct  identifiers  listed  in 
§  3.206(b)(4)(iiiKA),  as  well  as  the 
removal  of  patient  direct  identifiers 
pursuant  to  the  HIPAA  Privacy  Rule’s 
limited  data  set  standard  at  45  CFR 
164.514(e)(2). 

Although  the  final  rule  includes  a 
provision  for  disclosure  of  fully 
identifiable  patient  safety  work  product 
among  affiliated  providers,  we  believe  it 
is  unnecessary  to  provide  a  similar 
provision  that  would  allow  for  the 
sharing  of  identifiable  and  non- 
anonymized  patient  safety  work  product 
between  PSOs  since  the  final  rule 
•  includes  multiple  avenues  for  secondary 
PSOs,  i.e.,  those  PSOs  that  do  not  have 
the  direct  reporting  relationship  with 
the  provider,  to  receive  provider 
identifiable  data,  if  needed.  In 
particular,  the  final  rule  allows:  (1)  A 


PSO  receiving  patient  safety  work 
product  from  a  provider  to  contact  that 
provider  and  recommend  that  the 
provider  also  report  the  patient  safety 
work  product  to  an  additional  PSO;  (2) 
a  provider  reporting  to  a  PSO  to  delegate 
its  authority  to  the  PSO  to  report  its 
patient  safety  work  product  to  an 
additional  PSO;  (3)  a  PSO  to  hire 
another  PSO  as  a  consultant  to  assist  in 
the  evaluation  of  patient  safety  work 
product  received  from  a  reporting 
provider,  pursuant  to  §  3.206(b)(4)(ii); 
and  (4)  a  PSO  to  disclose  identifiable 
and  non-anonymized  patient  safety 
work  product  to  another  PSO  if  it  has 
obtained  authorization  to  do  so  ft’om 
each  provider  identified  in  the  patient 
safety  work  product.  See  §  3.206(b)(3). 

To  address  the  concerns  of  providers 
generally  that  the  rule  would  prohibit 
the  disclosure  of  patient  safety  work 
product  among  physicians  and  other 
health  care  professionals,  particularly 
for  educational  purposes  or  for 
preventing  or  ameliorating  patient  harm, 
we  emphasize  that  the  rule  does  not 
regulate  uses  of  patient  safety  work 
product  within  a  single  legal  entity. 
(However,  we  note  that  we  have 
expressly  defined  as  a  disclosure  the 
sharing  of  patient  safety  work  product 
between  a  component  PSO  and  the  rest 
of  the  legal  entity  of  which  it  is  a  part.) 
Thus,  consistent  with  this  policy, 
providers  within  a  single  legal  entity  are 
free  to  discuss  and  share  patient  safety 
work  product  in  identifiable  and  non- 
anonymized  form  for  educational, 
academic,  or  other  professional 
purposes.  We  have  made  this  policy 
clear  in  the  final  rule  by  modifying  the 
definition  of  disclosure  to  apply  only  to 
the  release,  transfer,  provision  of  access 
to,  or  divulging  in  any  other  manner  of 
patient  safety  work  product  by:  (1)  an 
entity  or  natural  person  holding  the 
patient  safety  work  product  to  another 
legally  separate  entity  or  natural  person 
outside  the  entity  holding  the  patient 
safety  work  product;  or  (2)  a  component 
PSO  to  another  entity  or  natural  person 
outside  the  component  organization. 
Further,  as  described  above,  the  new 
provision  at  §  3.206(b)(4)(iii)  allows  the 
sharing  of  fully  identifiable  patient 
safety  work  product  among  affiliated 
providers.  However,  if  providers  wish  to 
disclose  patient  safety  work  product  to 
other  providers  outside  of  their  legal 
entity  or  to  non-affiliated  providers,  the 
information  must  be  anonymized 
subject  to  §  3.206(b)(4)(iv)(A)  and  (B)  or 
disclosed  subject  to  another  applicable 
disclosure  permission. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  that 
the  final  rule  prohibit  the 
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recommendations  made  by  a  PSO  from 
being  introduced  as  evidence  of  a 
standard  of  care  or  for  other  purposes  in 
a  judicial  or  administrative  proceeding. 

Response:  A  recommendation  made 
by  a  PSO  is  patient  safety  work  product 
to  which  the  privilege  and 
confidentiality  protections  attach. 
Therefore,  the  information  can  only  be 
disclosed  through  an  applicable 
disclosure  permission.  However,  as  we 
explained  in  the  proposed  rule,  while 
the  recommendations  themselves  are 
protected,  the  corrective  actions 
implemented  by  a  provider,  even  if 
based  on  the  protected 
recommendations  from  a  PSO,  are  not 
patient  safety  work  product. 

Comment:  One  commenter  asked  if 
permissible  disclosures  of  patient  safety 
work  product  for  patient  safety  activities 
under  this  disclosure  permission  could 
include  disclosures  for  credentialing, 
disciplinary,  and  peer  review  purposes. 

Response:  The  aisclosure  permission 
at  §  3.206(b)(4)  of  the  final  rule  for 
patient  safety  activities  does  not 
encompass  the  disclosure  of  patient 
safety  work  product  to  an  external  entity 
or  within  an  administrative  proceeding 
for  credentialing,  disciplinary,  or  peer 
review  purposes.  However,  as  explained 
above,  uses  of  patient  safety  work 
product  within  a  legal  entity  are  not 
regulated  and  thus,  patient  safety  work 
product  may  be  used  within  an  entity 
for  any  purpose,  including  those 
described  by  the  commenter,  so  long  as 
such  use  does  not  run  afoul  of  the 
statutory  prohibition  on  a  provider 
taking  an  adverse  employment  action 
against  an  individual  based  on  the  fact 
that  the  individual  in  good  faith 
reported  information  either  to  the 
provider  with  the  intention  of  having 
the  information  reported  to  a  PSO  or 
directly  to  a  PSO.  (Note,  though,  that  we 
have  expressly  defined  as  a  disclosure 
the  sharing  of  patient  safety  work 
product  between  a  component  PSO  and 
the  rest  of  the  legal  entity  of  which  it  is 
a  part.) 

Comment:  One  commenter  suggested 
that  PSOs  should  be  required  to 
maintain  an  accounting  of  all 
disclosures  of  patient  safety  work 
product  containing  individually 
identifiable  health  information  in 
parallel  to  the  HIPAA  Privacy  Rule 
requirement  for  covered  entities.  In 
order  to  further  protect  patient  privacy, 
this  commenter  suggested  that  patients 
be  made  third  party  beneficiaries  of  the 
contracts  between  providers  and  PSOs. 

Response:  A  HIPAA  covered  entity  is 
responsible  for  ensuring  that  disclosures 
of  protected  health  information  made  by 
a  PSO,  as  its  business  associate,  are 
included  in  an  accounting  of  disclosures 


to  the  extent  such  disclosures  are 
subject  to  an  accounting  at  45  CFR 
164.528.  Further,  the  HIPAA  Privacy 
Rule  provides  that  a  contract  between  a 
HIPAA  covered  entity  and  its  business 
associate  must  require  the  business 
associate  to  make  available  to  the 
covered  entity  the  information  it  needs 
to  comply  with  the  HIPAA  Privacy 
Rule’s  accounting  standard.  See  45  CFR 
164.504(e).  However,  we  expect  that 
most  permissible  disclosures  of  patient 
safety  work  product  that  include 
protected  health  information  will  not  be 
subject  to  the  HIPAA  Privacy  Rule’s 
accounting  requirements.  The  HIPAA 
Privacy  Rule’s  accounting  standard  does 
not  require  that  disclosures  made  for 
health  care  operations  be  included  in  an 
accounting.  See  45  CFR  164.528(a)(l)(i). 
Thus,  because  disclosures  for  patient 
safety  activities  at  §  3.206(b)(4),  business 
operations  at  §  3.206(b)(9),  or 
accreditation  purposes  at  §  3.206(b)('8) 
will  generally  be  for  the  provider’s 
health  care  operations,  the  provider 
does  not  need  to  account  for  these 
disclosures.  Additionally,  for 
disclosures  of  patient  safety  work 
product  that  are  subject  to  the  HIPAA 
Privacy  Rule’s  accounting  requirement, 
such  as  disclosures  to  the  FDA  and 
entities  required  to  report  to  the  FDA  at 
§  3.206(b)(7),  the  HIPAA  Privacy  Rule 
offers  enough  flexibility  for  a  provider 
generally  to  provide  an  accounting  of 
those  disclosures  without  revealing  the 
existence  of  patient  safety  work  product. 
Therefore,  we  do  not  believe  including 
a  requirement  directly  on  PSOs  with 
respect  to  the  HIPAA  Privacy  Rule’s 
accounting  standard  is  needed  or 
appropriate.  Nor  do  we  agree  that 
contracts  between  providers  and  PSOs 
should  designate  individuals  as  third 
party  beneficiaries  of  such  contracts.  We 
believe  the  HIPAA  Privacy  Rule’s 
existing  provisions  provide  adequate 
protections  for  identifiable  patient 
information  that  may  be  encompassed 
within  patient  safety  work  product; 
however,  we  also  expect  PSOs  generally 
to  disclose  anonymized  and 
nonidentifiable  patient  safety  work 
product. 

Comment:  Another  commenter 
suggested  that  patient  safety  work 
product  should  be  able  to  be  used  and 
disclosed  in  the  same  circumstances 
that  protected  health  information  can  be 
used  and  disclosed  under  the  HIPAA 
Privacy  Rule  for  health  care  operations. 

Response:  The  final  rule  does  not 
regulate  “uses”  of  patient  safety  work 
product  within  a  legal  entity;  thus,  a 
provider,  PSO,  or  responsible  person 
may  use  patient  safety  work  product  for 
any  purpose  within  the  legal  entity, 
including  those  considered  “health  care 


operations”  for  purposes  of  the  HIPAA 
Privacy  Rule.  With  respect  to 
disclosures,  however,  we  do  not  agree 
that  expanding  the  disclosure 
permission  in  the  manner  suggested  by 
the  commenter  is  appropriate.  The 
disclosure  permissions  in  the  final  rule 
are  carefully  crafted  to  balance  the  need 
for  the  information  to  remain 
confidential  with  the  need  to  disclose 
patient  safety  work  product  to  effectuate 
the  goals  of  the  statute  or  for  other 
limited  purposes  provided  by  the 
statute.  With  respect  to  disclosures  for 
patient  safety  activities,  while  it  is  clear 
that  patient  safety  activities  are  health 
care  operations  under  the  HIPAA 
Privacy  Rule,  only  a  subset  of  activities 
within  the  definition  of  “health  care 
operations”  are  relevant  to  patient 
safety. 

Comment:  One  commenter  asked  for 
clarification  about  whether  a  provider 
can  report  a  single  patient  safety  event 
to  multiple  PSOs. 

Response:  Providers  are  free  to  report 
patient  safety  work  product  to,  and  have 
relationships  with,  multiple  PSOs. 

Comment:  A  commenter  asked  that 
the  final  rule  explain  the  process  for 
disclosing  patient  safety  work  product 
to  the  National  Patient  Safety  Databank. 

Response:  The  Department  intends  to 
provide  further  guidance  and 
information  regarding  the  creation  of 
and  reporting  to  and  among  the  network 
of  patient  safety  databases,  as  part  of 
implementation  of  section  923  of  the 
Public  Health  Service  Act,  including 
information  on  common  formats  for 
collecting  and  disclosing 
nonidentifiable  patient  safety  work 
product  for  such  purposes.  The 
Department  announced  the  availability 
of,  and  sought  comment  on,  common 
formats  for  common  hospital-based 
patient  safety  events  in  the  Federal 
Register  on  August  29,  2008  (http:// 
iXf-ww. pso.ahrq.gov/formats/ 
commonfmt.htm). 

Comment:  One  commenter  suggested 
that  the  final  rule  require  providers  and 
PSOs  to  have  written  contracts  in  place 
with  contractors  who  are  not  their 
agents  but  who  will  carry  out  patient 
safety  activities  on  their  behalf.  Another 
commenter  asked  if  the  final  rule  will 
include  a  requirement  similar  to  a 
business  associate  contract  under  the 
HIPAA  Privacy  Rule  between  PSOs  and 
its  contractors. 

Response:  The  final  rule  does  not 
require  providers  and  PSOs  to  have 
written  contracts  in  place  with 
contractors  who  are  not  their  agents  but 
who  will  carry  out  patient  safety 
activities  on  their  behalf.  However,  we 
expect  that,  in  practice,  such 
relationships  will  be  governed  by 
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contract,  but  we  leave  the  terms  of  those 
relationships  up  to  the  parties.  We  note, 
though,  that  if  a  HIPAA  covered  entity 
hires  a  contractor  to  conduct  patient 
safety  activities  on  its  behalf,  which 
requires  access  to  protected  health 
information,  the  HIPAA  Privacy  Rule 
would  require  that  a  business  associate 
agreement  be  in  place  prior  to  any 
disclosure  of  such  information  to  the 
contractor.  See  45  CFR  164.502(e)  and 
164.504(e). 

Comment:  Some  commenters  asked 
that  the  final  rule  provide  clarification 
regarding  the  circumstances  under 
which  PSOs  can  disclose  patient  safety 
work  product  to  other  PSOs  to  aggregate 
this  information  for  patient  safety 
activities  purposes. 

Response:  Section  3.206(b)(4)(iv)  of 
the  final  rule  permits  such  disclosures, 
provided  the  patient  safety  work 
product  is  anonymized  by  removal  of 
the  direct  identifiers  of  both  providers 
and  patients.  Also,  the  final  rule  permits 
a  PSO  to  disclose  patient  safety  work 
product  to  another  PSO  if  authorized  by 
the  identified  providers  as  provided  in 
§  3.206(b)(3)  or  in  non-identifiable  form 
in  accordance  with  §  3.206(b)(5). 

Finally,  a  provider  reporting  to  a  PSO 
may  delegate  its  authority  to  the  PSO  to 
report  its  patient  safety  work  product  to 
an  additional  PSO,  as  provided  by 
§  3.206(e). 

Comment:  A  commenter  suggested 
that  a  data  use  agreement  be  required 
when  any  information,  including 
individually  identifiable  health 
information,  is  being  shared  through  a 
limited  data  set. 

Response:  If  a  HIPAA  covered  entity 
is  sharing  a  limited  data  set,  as  defined 
by  the  HIPAA  Privacy  Rule,  the  covered 
entity  must  enter  into  a  data  use 
agreement  with  the  recipient  of  the 
information.  See  45  CFR  164.504(e).  For 
entities  that  are  not  covered  by  the 
HIPAA  Privacy  Rule,  the  final  rule  does 
not  include  such  a  requirement: 
however,  we  encourage  such  parties  to 
engage  in  these  and  similar  practices  to 
further  protect  patient  safety  work 
product. 

Comment:  Two  commenters  asked  for 
clarification  in  the  final  rule  about 
whether  patient  safety  work  product 
disclosed  by  a  provider  to  a  PSO  or  by 
a  PSO  to  a  provider  can  identify  other 
providers  regardless  of  whether  they 
have  also  reported  to  that  PSO.  One 
commenter  asked  if  the  rule  requires 
that  authorization  from  all  the  identified 
providers  is  required  before  this 
disclosure  can  be  made. 

Response:  The  final  rule  at 
§  3.206(b)(4)(i)  allows  the  disclosure  of 
patient  safety  work  product  in 
identifiable  form  reciprocally  between 


the  provider  and  the  PSO  to  which  it 
reports.  This  information  can  contain 
information  identifying  other  providers. 
If  the  patient  safety  work  product  is 
being  disclosed  between  PSOs,  between 
unaffiliated  providers,  or  between  a  PSO 
and  other  providers  that  have  reported 
to  it,  then  the  information  must  be 
anonymized  prior  to  disclosure  subject 
to  §  3.206(b)(4)(iv)(A)  and  (B).  In 
addition,  if  a  provider  or  PSO  obtains 
authorizations  from  all  providers 
identified  in  the  patient  safety  work 
product,  or  if  the  patient  safety  work 
product  is  being  shared  among  affiliated 
providers,  then  such  information  may 
be  disclosed  in  identifiable  form  under 
§  3.206(b)(3)  and  3.206(b)(4)(iii). 

Comment:  Several  commenters 
expressed  concern  about  the 
anonymization  requirement  at  proposed 
§  3.266(b)(4)(iii)(A)  and  stated  that  a 
provider  may  be  identifiable  even  if  the 
patient  safety  work  product  is 
anonymized.  One  commenter  suggested 
that  zip  codes  should  be  included  in  the 
list  of  identifiers  that  must  be  removed 
from  the  patient  safety  work  product. 
Other  commenters  felt  that  the 
anonymization  standard  was  too  strict. 

Response:  We  believe  the 
anonymization  standard  in  the  final  rule 
at  §  3.206(b)(4)(iv)(A)  strikes  the 
appropriate  balance  between  the  need  to 
protect  patient  safety  work  product  and 
the  need  for  broader  sharing  of  such 
information  at  an  aggregate  level, 
outside  of  the  direct  provider  and  PSO 
relationship,  to  achieve  the  goals  of  the 
statute  and  improve  patient  safety. 

Comment:  We  received  several 
comments  in  response  to  the  questions 
asked  in  the  proposed  rule  about 
whether  the  HIPAA  Privacy  Rule 
definition  of  “health  care  operations” 
should  include  a  specific  reference  to 
patient  safety  activities  and  whether  the 
Privacy  Rule  disclosure  permission  for 
health  care  operations  should  be 
modified  to  conform  to  the  disclosure 
for  patient  safety  activities.  These 
commenters  expressed  overwhelming 
support  for  modifying  the  HIPAA 
Privacy  Rule’s  definition  of  “health  care 
operations”  to  include  such  a  specific 
reference  and  to  aligning  the  disclosure 
permission  for  health  care  operations 
with  that  for  patient  safety  activities. 

The  commenters  stated  that  including 
such  specific  references  would  make  the 
intersection  of  both  regulations  clear, 
and  would  encourage  patient  safety 
discourse  among  providers  and  PSOs. 
One  commenter  stated  that  there  was  no 
need  to  modify  the  definition  of  “health 
care  operations”  because  it  already 
unambiguously  encompassed  patient 
safety  activities.  No  commenters 
suggested  that  modifications  to  the 


Privacy  Rule  were  necessary  to  address 
any  workability  issues. 

Response:  OCR  will  consider  these 
comments  and  will  seek  opportunity  to 
address  them  in  regulation  or  in 
guidance. 

(5)  Section  3.206(b)(5) — Disclosure  of 
Nonidentifiable  Patient  Safety  Work 
Product 

Proposed  Rule:  Proposed  §  3.206(b)(5) 
would  have  permitted  the  disclosure  of 
nonidentifiable  patient  safety  work 
product  if  the  patient  safety  work 
product  met  the  standard  for 
nonidentification  in  proposed  §3.212. 
See  section  922(c)(2)(B)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
22(c)(2)(B).  As  described  in  proposed 
§  3.208(b)(ii),  nonidentifiable  patient 
safety  work  product,  once  disclosed, 
would  no  longer  be  privileged  and 
confidential  and  thus,  could  be 
redisclosed  by  a  recipient  without  any 
Patient  Safety  Act  limitations  or 
liability.  Any  provider,  PSO  or 
responsible  person  could  nonidentify 
patient  safety  work  product.  See  the 
discussion  regarding  §  3.212  for  more 
information  about  the  nonidentification 
standard. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  this 
proposed  provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  that 
the  final  rule  require  data  use 
agreements  for  disclosures  of 
nonidentifiable  patient  safety  work 
product  in  cases  where  there  is  a  chance 
for  identification  or  reidentification  of 
provider  identities. 

Response:  We  emphasize  that  patient 
safety  work  product  is  considered 
nonidentifiable  only  if,  either:  (1)  the 
statistical  method  at  §  3.212(a)(1)  is  used 
and  there  is  a  very  small  risk  that  the 
information  could  be  used,  alone  or  in 
combination  with  other  reasonably 
available  information,  by  an  anticipated 
recipient  to  identify  an  identified 
provider:  or  (2)  the  identifiers  listed  at 
§  3.212(a)(2)  are  stripped  and  the  person 
making  the  disclosure  does  not  have 
actual  knowledge  that  the  remaining 
information  could  be  used,  alone  or  in 
combination  with  other  information  that 
is  reasonably  available  to  the  intended 
recipient,  to  identify  a  provider.  Thus, 
the  commenter  should  consider  whether 
the  information  about  which  it  is 
concerned  would  be  nonidentifiable  for 
purposes  of  this  rule.  Further,  while  the 
final  rule  does  not  require  that  the 
disclosure  of  nonidentifiable  patient 
safety  work  product  be  conditioned  on 
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an  agreement  between  the  parties  to  the 
disclosure,  we  note  that  providers, 

PSOs,  and  responsible  persons  are  free 
to  contract  or  enter  into  agreements  that 
place  further  conditions  on  the  release 
of  patient  safety  work  product, 
including  in  nonidentifiable  form,  than 
required  by  the  final  rule.  See  §  3.206(e). 

Comment:  Several  commenters  stated 
that  identifiable  information  about 
nondisclosing  providers  should  not  be 
disclosed  and  that  adequate  safeguards 
should  be  in  place  to  ensure  that 
information  identifying  nondisclosing 
providers  is  not  released.  These 
commenters  also  suggested  that  AHRQ 
set  up  a  workgroup  to  evaluate  the 
standards  and  approaches  set  forth  in 
the  proposed  rule. 

Response:  The  nonidentification 
standard  at  §  3.212  of  the  final  rule 
addresses  the  commenters’  concern  by 
requiring  either  that:  (1)  a  statistician 
determine,  with  respect  to  information, 
that  the  risk  is  very  small  that  the 
information  could  be  used,  alone  or  in 
combination  with  other  reasonably 
available  information,  by  an  anticipated 
recipient  to  identify  an  identified 
provider;  or  (2)  all  of  the  provider- 
related  identifiers  listed  at  §  3.212(a)(2) 
be  removed  and  the  provider,  PSO,  or 
responsible  person  making  the 
disclosure  not  have  actual  knowledge 
that  the  information  could  be  used, 
alone  or  in  combination  with  other 
information  that  is  reasonably  available 
to  the  intended  recipient,  to  identify  the 
particular  provider. 

(6)  Section  3.206(b)(6) — For  Research 

Proposed  Rule:  Proposed  §  3.206(b)(6) 
would  have  allowed  the  disclosure  of 
identifiable  patient  safety  work  product 
to  entities  carrying  out  research, 
evaluations,  or  demonstration  projects 
that  are  funded,  certified,  or  otherwise 
sanctioned  by  rule  or  other  means  by 
the  Secretary.  See  section  922(c)(2)(C)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-22(c)(2)(C).  We  explained  in  the 
proposed  rule  that  this  disclosure 
permission  was  only  for  research 
sanctioned  by  the  Secretary.  We  also 
explained  that  we  expected  that  most 
re.search  that  may  be  subject  to  this 
disclosure  permission  would  be  related 
to  the  methodologies,  analytic 
processes,  and  interpretation,  feedback 
and  quality  improvement  results  from 
PSOs,  rather  than  general  medical,  ojr 
even  health  services,  research.  Patient 
safety  work  product  disclosed  for 
research  under  this  provision  would 
continue  to  be  confidential  and 
privileged. 

Section  922(c)(2)(C)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
22(c)(2)(C),  requires  that  patient  safety 


work  product  which  identifies  patients 
may  only  be  released  to  the  extent  that 
protected  health  information  would  be 
disclosable  for  research  purposes  under 
the  HIPAA  Privacy  Rule.  We  interpreted 
this  provision  as  requiring  HIPAA 
covered  entities  to  ensure  any 
disclosures  of  patient  safety  work 
product  under  this  provision  that  also 
include  protected  health  information 
comply  with  the  HIPAA  Privacy  Rule’s 
research  provisions.  Accordingly,  the 
proposal  incorporated  by  reference  45 
CFR  164.512(i)  of  the  HIPAA  Privacy 
Rule,  which  generally  requires  a 
covered  entity  to  obtain  documentation 
of  a  waiver  (oii  alteration  of  waiver)  of 
authorization  by  either  an  Institutional 
Review  Board  (IRB)  or  a  Privacy  Board 
prior  to  using  or  disclosing  protected 
health  information  without  the 
individual’s  authorization. 

We  noted  that  our  interpretation  of 
the  statute  would  not  impact  the 
disclosure  of  identifiable  patient  safety 
work  product  by  entities  or  persons  that 
are  not  HIPAA  covered  entities.  We  also 
explained  that  the  incorporation  by 
reference  of  the  HIPAA  Privacy  Rule 
should  provide  for  the  proper  alignment 
of  disclosures  for  research  purposes 
under  the  two  rules.  However,  the 
exception  under  the  Patient  Safety  Act 
also  refers  to  evaluations  and 
demonstration  projects,  some  of  which 
may  not  meet  the  definition  of  research 
under  the  HIPAA  Privacy  Rule  because 
they  may  not  result  in  generalizable 
knowledge  but  rather  may  fall  within 
the  HIPAA  Privacy  Rule’s  definition  of 
“health  care  operations.’’  We  stated  that, 
in  such  cases,  HIPAA  covered  entities 
disclosing  patient  safety  work  product 
that  includes  protected  health 
information  under  this  exception  could 
do  so  without  violation  of  the  HIPAA 
Privacy  Rule.  See  the  definition  of 
“health  care  operations”  at  45  CFR 
164.501  of  the  HIPAA  Privacy  Rule. 

Overview  of  Public  Comments:  We 
received  no  comments  in  reference  to 
this  provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision,  except  that  the 
specific  reference  to  “45  CFR 
164.512(i)”  is  deleted.  We  have 
included  only  a  general  reference  to  the 
HIPAA  Privacy  Rule  in  recognition  of 
the  fact  that  disclosures  of  patient  safety 
work  product  containing  protected 
health  information  pursuant  to  this 
provision  could  be  permissible  under 
the  HIPAA  Privacy  Rule  under  ^ 
provisions  other  than  45  CFR  164.512(i), 
such  as,  for  example,  disclosures  for 
health  care  operations  pursuant  to  45 
CFR  164.506,  or  disclosures  of  a  limited 
data  set  for  research  purposes  pursuant 
to  45  CFR  164.514(e). 


(7)  Section  3.206(b)(7) — To  the  Food 
and  Drug  Administration 

Proposed  Rule:  Section  922(c)(2)(D)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-22(c)(2)(D),  permits  the  disclosure 
by  a  provider  to  the  Food  and  Drug 
Administration  (FDA)  with  respect  to  a 
product  or  activity  regulated  by  the 
FDA.  Proposed  §  3.206(b)(7)  would  have 
implemented  this  provision  by 
permitting  providers  to  disclose  patient 
safety  work  product  concerning 
products  or  activities  regulated  by  the 
FDA  to  the  FDA  or  to  an  entity  required 
to  report  to  the  FDA  concerning  the 
quality,  safety,  or  effectiveness  of  an 
FDA-regulated  product  or  activity.  The 
proposed  rule  also  would  have 
permitted  the  sharing  of  patient  safety 
work  product  between  the  FDA,  entities 
required  to  report  to  the  FDA,  and  their 
contractors  concerning  the  quality, 
safety,  or  effectiveness  of  an  FDA- 
regulated  product  or  activity.  Patient 
safety  work  product  disclosed  pursuant 
to  this  disclosure  permission  would 
continue  to  be  privileged  and 
confidential. 

We  specifically  sought  public 
comment  on  our  interpretation  that  the 
statutory  language  concerning  reporting 
“to  the  FDA”  included  reporting  by  the 
provider  to  persons  or  entities  regulated 
by  the  FDA  and  that  are  required  to 
report  to  the  FDA  concerning  the  ' 
quality,  safety,  or  effectiveness  of  an 
TOA-regulated  product  or  activity.  We 
proposed  this  interpretation  to  allow 
providers  to  report  to  entities  that  are 
required  to  report  to  the  FDA,  such  as 
drug  manufacturers,  without  violating 
this  rule,  and  asked  if  including  such 
language  would  bring  about  any 
unintended  consequences  for  providers. 

We  further  proposed  at 
§  3.206(b)(7)(ii)  that  the  FDA  and 
entities  required  to  report  to  the  FDA 
may  only  Inrther  disclose  patient  safety 
work  product  for  the  purpose  of 
evaluating  the  quality,  safety,  or 
effectiveness  of  that  product  or  activity 
and  such  further  disclosures  would  only 
be  permitted  between  the  FDA,  entities 
required  to  report  to  the  FDA,  their 
contractors,  and  the  disclosing 
providers.  Thus,  for  example,  the  FDA 
or  a  drug  manufacturer  receiving 
adverse  drug  event  information  that  is 
patient  safety  work  product  may  engage 
in  further  communications  with  the 
disclosing  provider(s),  for  the  purpose 
of  evaluating  the  quality,  safety,  or 
effectiveness  of  the  particular  regulated 
product  or  activity,  or  may  work  with 
their  contractors.  Moreover,  an  entity 
regulated  by  the  FDA  may  further 
disclose  the  information  to  the  FDA. 

The  proposed  provision  also  would 
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have  prohibited  contractors  receiving 
patient  safety  work  product  under  this 
provision  from  further  disclosing  such 
information,  except  to  the  entity  from 
which  they  received  the  information. 

Finally,  we  explained  that  the  HIPAA 
Privacy  Rule  at  45  CFR  164.512(b) 
permits  HIPAA  covered  entities  to 
disclose  protected  health  information 
concerning  FDA-regulated  activities  and 
products  to  persons  responsible  for 
collection  of  information  about  the 
quality,  safety,  and  effectiveness  of 
those  FDA-regulated  activities  and 
products.  Therefore,  disclosures  under 
this  exception  of  patient  safety  work 
product  containing  protected  health 
information  would  be  permitted  under 
the  HIPAA  Privacv  Rule. 

Overview  of  Public  Comments:  We 
received  general  support  in  the  public 
comments  for  the  express  reference  to 
FDA-regulated  entities  within  this 
disclosure  permission;  only  one 
commenter  opposed  this  provision. 

Some  commenters  asked  that  the  final 
rule  provide  examples  of  the  types  of 
disclosures  that  might  occur  to  FDA- 
regulated  entities,  and  one  commenter 
suggested  that  if  such  disclosures  are 
permitted,  the  final  rule  should  include 
a  comprehensive  list  of  acceptable 
disclosures  to  these  entities.  Another 
commenter  noted  that  if  disclosures  to 
FDA-regulated  entities  are  permitted 
under  this  disclosure  permission,  the 
final  rule  should  limit  the  use  of  patient 
safety  work  product  to  the  purposes 
stated  in  the  statute  and  should  prohibit 
the  use  of  this  information  for  marketing 
purposes.  No  commenters  identified  any 
unintended  consequences  of  including 
FDA-regulated  entities  within  the 
disclosure  permission. 

Final  Rule:  The  final  rule  adopts  the 
provisions  of  the  proposed  rule  at 
§  3.206(b)(7),  including  the  express 
reference  to  FDA-regulated  entities.  We 
also  modify  the  title  of  the  provision  to 
reflect  that  disclosures  to  such  entities 
are  encompassed  within  the  disclosure 
permission.  As  explained  in  the 
proposed  rule,  we  believe  including 
FDA-regulated  entities  within  the  scope 
of  the  disclosure  permission  is 
consistent  with  both  the  rule  of 
construction  in  the  statute  which 
preserves  required  reporting  to  the  FDA, 
as  well  as  the  goals  of  the  statute  which 
are  to  improve  patient  safety.  See 
section  922(g)(6)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(g)(6).  In 
addition,  the  final  rule  includes 
modifications  to  more  clearly  indicate 
who  can  receive  patient  safety  work 
product  under  this  provision,  as  well  as 
what  further  disclosures  may  be  made  of 
such  information.  Specifically, 

§  3.206(b)(7)(i)  now  makes  clear  that  a 


provider  may  disclose  patient  safety 
work  product  concerning  an  FDA- 
regulated  product  or  activity  to  the  FDA, 
an  entity  required  to  report  to  the  FDA 
concerning  the  quality,  safety,  or 
effectiveness  of  an  FDA-regulated 
product  or  activity,  or  a  contractor 
acting  on  behalf  of  FDA  or  such  entity 
for  these  purposes.  Further, 

§  3.206(b)(7)(ii)  clarifies  that  the  FDA, 
its  regulated  entity  entitled  to  receive 
information  under  this  provision,  and 
their  contractors  may  share  patient 
safety  work  product  received  under  this 
provision  for  the  purpose  of  evaluating 
the  quality,  safety,  or  effectiveness  of 
that  product  or  activity  among 
themselves,  as  well  as  with  the 
disclosing  provider. 

We  do  not  include  a  comprehensive 
list  of  accept-able  disclosures  to  FDA- 
regulated  entities  as  it  would  be 
impractical  to  do  so.  As  we  explained  in 
the  proposed  rule,  drug,  device,  and 
biological  product  manufacturers  are 
required  to  report  adverse  experiences 
to  the  FDA  and  currently  rely  on 
voluntary  reports  from  product  users, 
including  providers.  Further,  the 
analysis  of  events  by  a  provider  or  PSO 
that  constitutes  patient  safety  work 
product  may  generate  information  that 
should  be  reported  to  the  FDA  or  FDA- 
regulated  entity  because  it  relates  to  the 
safety  or  effectiveness  of  an  FDA- 
regulated  product  or  activity.  This 
provision  allows  providers  to  report 
such  information  without  violating  the 
confidentiality  provisions  of  the  statute 
or  rule.  However,  we  emphasize  that, 
despite  this  disclosure  permission,  we 
expect  that  most  reporting  to  the  FDA 
and  its  regulated  entities  will  be  done 
with  information  that  is  not  patient 
safety  work  product,  as  is  done  today. 
This  disclosure  permission  is  intended 
to  allow  for  reporting  to  the  FDA  or 
FDA-regulated  entity  in  those  special 
cases  where,  only  after  an  analysis  of 
patient  safety  work  product,  does  a 
provider  realize  it  should  make  a  report. 
As  in  the  proposed  rule,  patient  safety 
work  product  disclosed  pursuant  to  this 
provision  remains  privileged  and 
confidential.  " 

Response  to  Other  Public  Comments 

Comment:  Five  commenters  asked 
that  the  final  rule  allow  PSOs  as  well  as 
providers  to  disclose  or  report  patient 
safety  work  product  to  the  FDA  or  to  an 
entity  that  is  required  to  report  to  the 
FDA. 

Response:  We  do  not  modify  the 
provision  as  there  is  no  statutory 
authority  to  allow  PS(3s  to  report  patient 
safety  work  product  to  the  FDA  or  to  an 
entity  required  to  report  to  the  FDA. 
However,  the  statute  does  permit 


providers  to  report  patient  safety  work 
product  to  the  FDA  or  to  an  entity 
required  to  report  to  the  FDA. 

Comment:  One  commenter  asked  for 
clarification  as  to  whether  lot  numbers 
and  device  identifiers  and  serial 
numbers  may  be  reported  to  the  FDA 
under  this  disclosure  permission. 

Response:  Section  3.206(b)(7)  would 
allow  such  information  contained 
within  patient  safety  work  product  to  be 
reported  to  FDA  provided  it  concerned 
an  FDA-regulated  product  or  activity. 

(8)  Section  3.206(b)(8) — Voluntary 
Disclosure  to  an  Accrediting  Body 

Proposed  Rule:  Proposed  §  3.206(b)(8) 
would  have  permitted  the  voluntary 
disclosure  of  identifiable  patient  safety 
work  product  by  a  provider  to  an 
accrediting  body  that  accredits  that 
disclosing  provider.  See  section 
922(c)(2)(E)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(c)(2)(E).  Patient 
safety  work  product  disclosed  pursuant 
to  this  proposed  exception  would 
remain  privileged  and  confidential. 

This  provision  would  have  allowed  a 
provider  to  disclose  patient  safety  work 
product  that  identifies  that  disclosing 
provider.  Further,  the  proposed  rule 
would  not  have  required  that  patient 
safety  work  product  be  nonidentifiable 
as  to  nondisclosing  providers.  The 
proposed  rule  specifically  sought  public 
comment  on  whether  patient  safety 
work  product  should  be  anonymized 
with  respect  to  nondisclosing  providers 
prior  to  disclosure  to  an  accrediting 
body  under  this  provision. 

The  proposed  rule  also  provided  that 
an  accrediting  body  could  not  take  an 
accreditation  action  against  a  provider 
based  on  that  provider’s  participation, 
in  good  faith,  in  the  collection,  reporting 
or  development  of  patient  safety  work 
product.  It  also  would  have  prohibited 
accrediting  bodies  from  requiring  a 
provider  to  reveal  its  communications 
with  any  PSO. 

Overview  of  Public  Comments: 

Several  commenters  responded  to  the 
question  of  whether  the  final  rule 
should  require  the  anonymization  of 
patient  safety  work  product  with  respect 
to  nondisclosing  providers,  all  of  which 
supported  such  a  requirement.  Another 
commenter  noted  that  the  final  rule 
should  expressly  prohibit  accrediting 
bodies  from  taking  accreditation  actions 
against  nondisclosing  providers  based 
upon  the  patient  safety  work  product 
reported  to  them  by  disclosing 
providers. 

Final  Rule:  In  light  of  the  comments 
received,  the  final  rule  modifies  the 
proposed  provision  at  §  3.206(b)(8)  to 
condition  the  voluntary  disclosure  by  a 
provider  of  patient  safety  work  product 
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to  an  accrediting  body  that  accredits  the 
provider  on  either:  (1)  the  agreement  of 
the  nondisclosing  providers  to  the 
disclosure;  or  (2)  the  anonymization  of 
the  patient  safety  work  product  with 
respect  to  any  nondisclosing  providers 
identified  in  the  patient  safety  work 
product,  by  removal  of  the  direct 
identifiers  listed  at  §  3.206(b)(4Kiv)(A). 
Direct  identifiers  of  the  disclosing 
providers  do  not  need  to  be  removed. 

We  also  note  that  the  final  rule  does  not 
prescribe  the  form  of  the  agreement 
obtained  from  non-disclosing  providers. 
Providers  are  free  to  design  their  own 
policies  for  obtaining  such  agreements. 
Some  institutional  providers  may,  for 
example,  make  it  a  condition  of 
employment  or  privileges  that  providers 
agree  to  the  disclosure  of  patient  safety 
work  product  to  accrediting  bodies.  In 
addition,  unlike  the  provision  at 
§  3.206(b)(3)  of  the  final  rule,  with 
respect  to  any  of  the  non-disclosing 
providers  identified  in  the  patient  safety 
work  product,  the  disclosing  provider 
need  obtain  either  the  provider’s 
agreement  or  anonymize  the  provider’s 
'information. 

Response  to  Other  Public  Comments 

Comment:  Several  commenters  stated 
that  they  did  not  support  this  disclosure 
permission  allowing  voluntary 
disclosures  of  patient  safety  work 
product  to  accrediting  bodies  due  to 
possible  unintended  consequences  of 
these  disclosures.  Another  commenter 
asked  that  we  be  aware  of  punitive 
actions  by  regulatory  organizations  as  a 
result  of  voluntary  disclosures  to 
accrediting  bodies  and  monitor  this 
process  carefully  for  any  unintended 
consequences. 

Response:  The  disclosure  permission 
allowing  providers  to  voluntarily 
disclose  patient  safety  work  product  to 
accrediting  bodies  is  prescribed  by  the 
statute  and  thus,  is  included  in  this  final 
rule.  However,  as  described  above,  the 
final  rule  requires  either  anonymization 
or  agreement  with  respect  to  non¬ 
disclosing  providers  as  a  condition  of 
the  disclosure.  This  provision,  along 
with  the  express  prohibition  at 
§  3.206(b)(8)(iii)  on  an  accrediting  body 
taking  an  accrediting  action  against  a 
provider  based  on  a  good  faith 
participation  of  the  provider  in  the 
collection,  development,  reporting,  or 
maintenance  of  patient  safety  work 
product  should  alleviate  commenter 
concerns. 

Comment:  One  commenter  asked  if 
the  regulation  allowed  accrediting 
bodies  to  disclose  patient  safety  work 
product  to  CMS  as  part  a  commitment 
to  advise  CMS  of  adverse  accreditation 
decisions. 


Response:  The  final  rule  prohibits 
accrediting  bodies  from  further 
disclosing  patient  safety  work  product 
they  have  voluntarily  received  from 
providers  under  §  3.206(b)(8). 

Comment:  One  commenter  asked  if 
survey  and  licensure  bodies  were 
considered  to  be  accrediting  bodies  and 
thus,  precluded  from  taking  action 
against  providers  who  voluntarily 
submit  patient  safety  work  product  to 
them. 

Response:  Survey  and  licensure 
bodies  are  not  accrediting  bodies  and 
are  not  treated  as  such  under  this 
provision.  Thus,  such  entities  are  not 
entitled  to  receive  patient  safety  work 
product  voluntarily  from  providers 
under  this  provision. 

Comment:  Two  commenters 
expressed  concern  about  this  disclosure 
permission  for  accrediting  bodies  that 
create  component  PSOs.  One 
commenter  stated  that  allowing 
accrediting  bodies  to  create  component 
PSOs  creates  a  potential  conflict  of 
interest  that  may  adversely  affect 
provider  organizations.  If  an  accrediting 
body’s  component  organization  is  a 
PSO,  the  commenter  asked  how  OCR 
will  determine  whether  the  component 
organization  improperly  disclosed 
information  or  whether  the  accrediting 
body  received  the  information 
voluntarily  from  a  provider. 

Response:  Providers  are  free  to  choose 
the  PSOs  with  which  they  want  to  work. 
We  expect  that  any  selection  by  a 
provider  will  involve  a  thorough  vetting 
and  consideration  of  a  number  of 
factors,  including  whether  the  PSO  is  a 
component  of  an  accrediting  body  and 
if  so,  what  assurances  are  in  place  to 
protect  against  improper  access  by  the 
accrediting  body  to  patient  safety  work 
product.  Component  organizations  have 
clear  requirements  to  maintain  patient 
safety  work  product  separately  from 
parent  organizations.  Further,  the  final 
rule  recognizes  that  a  disclosure  from  a 
component  organization  to  a  parent 
organization  is  a  disclosure  which  must 
be  made  pursuant  to  one  of  the 
permissions  set  forth  in  the  statute  and 
here;  disclosures  for  which  there  is  no 
permission  are  subject  to  enforcement 
by  the  Department  and  imposition  of 
civil  money  penalties,  as  well  as  may 
adversely  impact  on  the  PSO’s 
continued  listing  by  the  Secretary  as  a 
PSO.  Should  OCR  receive  a  complaint 
or  conduct  a  compliance  review  that 
implicates  an  impermissible  disclosure 
by  a  component  PSO  of  an  accrediting 
body,  OCR  will  investigate  and  review 
the  particular  facts  and  circumstances 
surrounding  the  alleged  impermissible 
disclosure,  including,  if  appropriate, 
whether  the  accrediting  body  received 


the  patient  safety  work  product  directly 
from  a  provider  pursuant  to 
§  3.206(b)(8). 

Comment:  One  commenter  asked  that 
the  final  rule  allow  accrediting  bodies  to 
use  voluntarily  reported  patient  safety 
work  product  in  accreditation  decisions, 
or  that  the  final  rule  give  accrediting 
bodies  immunity  from  liability  that 
might  arise  from  their  failure  to  take  this 
patient  safety  work  product  into  account 
in  its  accreditation  decisions.  This 
commenter  also  stated  that,  since 
accrediting  bodies  cannot  take  action 
based  on  information  voluntarily 
disclosed  pursuant  to  this  provision,  the 
final  rule  should  make  clear  that 
accrediting  bodies  cannot  be  held 
responsible  for  decisions  that  might 
have  been  different  if  the  accrediting 
body  had  been  able  to  act  based  on  the 
patient  safety  work  product  received. 

Response:  We  clarify  that  the  final 
rule,  as  the  proposed  rule,  does  not 
prohibit  an  accrediting  body  from  using 
patient  safety  work  product  voluntarily 
reported  by  a  provider  pursuant  to  this 
provision  in  its  accreditations  decisions 
with  respect  to  that  provider.  Thus,  it  is 
not  necessary  nor  is  it  appropriate  for 
the  Secretary  to  give  accrediting  bodies 
immunity  from  liability.  However,  an 
accrediting  body  may  not  require  a 
provider  to  disclose  patient  safety  work 
product,  or  take  an  accrediting  action 
against  a  provider  who  refuses  to 
disclose  patient  safety  work  product,  to 
the  accrediting  body.  See  section 
922(d)(4)(B)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(d)(4)(B),  and 
§  3.206(b)(8)(iii),  which  expressly 
prohibits  an  accrediting  body  from 
taking  an  accrediting  action  against  a 
provider  based  on  the  good  faith 
participation  of  the  provider  in  the 
collection,  development,  reporting,  or 
maintenance  of  patient  safety  work 
product  in  accordance  with  the  statute. 

Comment:  One  commenter  asked  if 
the  limitation  on  redisclosure  of 
voluntarily  reported  patient  safety  work 
product  received  by  an  accrediting  body 
applies  if  the  information  sent  to  the 
accrediting  body  was  not  patient  safety 
work  product  at  the  time  the  accrediting 
body  received  the  information,  but  was 
later  reported,  by  the  provider  to  a  PSO 
and  became  protected. 

Response:  If  the  information 
submitted  to  an  accrediting  body  was 
not  patient  safety  work  product  as 
defined  at  §  3.20  at  the  time  it  was 
reported,  then  §  3.206(b)(8),  including 
the  redisclosure  limitation,  does  not 
apply  to  such  information. 

Comment:  One  commenter  asked  that 
the  final  rule  clarify  that  the  disclosure 
of  patient  safety  work  product  to  an 
accrediting  body  is  voluntary. 
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Response:  Section  3.208(b)(8) 
expressly  provides  only  for  the 
voluntary  reporting  of  patient  safety 
work  product,  provided  the  conditions 
are  met.  We  do  not  see  a  need  for  further 
clarification. 

(9)  Section  3.206(b)(9) — Business 
Operations 

Proposed  Rule:  Proposed  §  3.206(b)(9) 
would  have  allowed  disclosures  of 
patient  safety  work  product  by  a 
provider  or  a  PSO  to  professionals  such 
as  attorneys  and  accountants  for  the 
business  operations  purposes  of  the 
provider  or  PSO.  See  section 
922(c)(2)(F)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299h-22(c)(2)(F).  Under 
the  proposed  rule,  such  contractors 
could  not  further  disclose  patient  safety 
work  product,  except  to  the  entity  from 
which  it  received  the  information. 
However,  the  proposed  rule  made  clear 
that  a  provider  or  PSO  still  would  have 
had  the  authority  to  delegate  its  power 
to  the  contractor  to  make  other 
disclosures.  In  addition,  the  proposed 
rule  provided  that  any  patient  safety 
work  product  disclosed  pursuant  to  this 
provision  continued  to  be  privileged 
and  confidential. 

The  Patient  Safety  Act  gives  the 
Secretary  authority  to  designate 
additional  exceptions  as  necessary 
business  operations  that  are  consistent 
with  the  goals  of  the  statute.  The 
proposed  rule  sought  public  comment 
regarding  whether  there  are  any  other 
consultants  or  contractors,  to  whom  a 
business  operations  disclosure  should 
also  be  permitted,  or  whether  the 
Secretary  should  consider  any 
additional  exceptions  under  this 
authority.  The  proposed  rule  noted  that 
the  Secretary  would  designate 
additional  exceptions  only  through 
regulation:  however,  it  asked  if  other 
mechanisms  for  the  adoption  of 
business  operations  exceptions  should 
be  adopted  or  incorporated. 

The  proposed  rule  also  explained  that 
a  business  operations  designation  by  the 
Secretary  that  enables  a  HIPAA  covered 
entity  to  disclose  patient  safety  work  . 
product  containing  protected  health 
information  to  professionals  is 
permissible  as  a  health  care  operations 
disclosure  under  the  HIPAA  Privacy 
Rule.  See  45  CFR  164.506.  Generally, 
such  professionals  will  be  business 
associates  of  the  covered  entity,  which 
will  require  that  a  business  associate 
agreement  be  in  place.  See  45  CFR 
160.103,  164.502(e),  and  164.504(e). 

Overview  of  Public  Comments: 

Several  commenters  expressed  general 
support  for  the  business  operations 
disclosures  to  attorneys,  accountants, 
and  other  professionals  in  the  proposed 


rule.  We  also  received  several  responses 
to  the  question  asking  if  the  final  rule 
should  allow  for  any  additional 
disclosures  under  the  business 
op)erations  provision.  Three  commenters 
stated  that  the  final  rule  should  not 
include  any  additional  business 
operations  disclosures.  Others  asked 
that  the  business  operations  disclosure 
permission  be  broad  enough  to 
encompass  all  the  activities  defined  as 
“health  care  operations”  in  the  HIPAA 
Privacy  Rule,  which  would  then  include 
disclosures  to  entities  such  as 
photocopy  shops,  document  storage 
services,  shredding  companies,  IT 
support  companies,  and  other  entities 
involved  in  a  PSO’s  management  or 
administration.  Other  commenters 
suggested  that  disclosures  of  patient 
safety  work  product  to  independent 
contractors,  professional  liability 
insurance  companies,  captives,  and  risk 
retention  groups  be  included  as 
disclosures  for  business  operations 
under  this  provision  in  the  final  rule. 

All  commenters  responding  to  the 
question  about  how  the  Secretary 
should  adopt  additional  business 
operations  stated  that  additional 
business  operations  should  be  adopted 
only  through  the  rulemaking  process. 

Final  Rme:  The  final  rule  adopts  the 
proposed  provision,  allowing  disclosure 
of  patient  safety  work  product  by  a 
provider  or  a  PSO  for  business 
operations  to  attorneys,  accountants, 
and  other  professionals.  The  final  rule 
allows  disclosure  of  patient  safety  work 
product  to  these  professionals  who  are 
bound  by  legal  and  ethical  duties  to 
maintain  the  confidence  of  their  clients 
and  the  confidentiality  of  client 
information,  including  patient  safety 
work  product.  These  professionals  will 
provide  a  broad  array  of  services  to  and 
functions  for  the  providers  and  PSOs 
with  whom  they  are  contracted  and  will 
need  access  to  patient  safety  work 
product  to  perform  their  duties.  We  are 
not  persuaded  by  the  comments  of  a 
need  to  expand,  at  this  time,  the 
disclosure  permission  to  encompass 
other  categories  of  persons  or  entities. 
However,  as  described  in  the  proposed 
rule,  should  the  Secretary  seek  in  the 
future  to  designate  additional  business 
operations  exceptions  to  be 
encompassed  within  this  disclosure 
permission,  he  will  do  so  through 
regulation  to  provide  adequate 
opportunity  for  public  comment. 

With  respect  to  many  of  the  other 
entities  identified  by  the  commenters, 
we  note  that,  to  the  extent  the  services 
provided  by  such  entities  are  necessary 
for  the  maintenance  of  patient  safety 
work  product  or  the  operation  of  a 
patient  safety  evaluation  system,  or 


otherwise  support  activities  included  in 
the  definition  of  “patient  safety 
activities”  at  §  3.20  of  this  rule,  these 
disclosures  may  be  made  to  such 
contractors  pursuant  to  §  3.206(h)(4)(ii). 

Response  to  Other  Public  Comments 

Comment:  Two  commenters  suggested 
that  the  final  rule  include  a  requirement 
for  a  contract  between  providers  or 
PSOs  and  their  attorneys,  accountants, 
and  other  professionals  to  whom  patient 
safety  work  product  will  be  disclosed  as 
a  business  operation. 

Response:  We  do  not  require  a 
contract  as  a  condition  of  disclosure  in 
the  final  rule.  However,  we  agree  that  a 
contract  between  these  parties  is  a 
prudent  business  practice  and  expect 
that  parties  will  enter  into  appropriate 
agreements  to  ensure  patient  safety 
work  product  remains  protected. 

Further,  where  HIPAA  covered  entities 
are  concerned,  we  note  that  the  HIPAA 
Privacy  Rule  requires  that  such  entities 
have  a  business  associate  agreement  in 
place  with  professionals  providing 
services  that  require  access  to  protected 
health  information.  ' 

(10)  Section  3.206(b)(10) — Disclosure  to  ^ 
Law  Enforcement 

Proposed  Rule:  Proposed 
§  3.206(b)(10)^vould  have  permitted  the 
disclosure  of  identifiable  patient  safety 
work  product  to  law  enforcement 
authorities,  so  long  as  the  person 
making  the  disclosure  believes — and 
that  belief  is  reasonable  under  the 
circumstances — that  the  patient  safety 
work  product  disclosed  relates  to  a 
crime  and  is  necessary  for  criminal  law 
enforcement  purposes.  See  section 
922(c)(2)(G)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(c)(2)(G).  The 
proposed  rule  provided  that  patient 
safety  work  product  disclosed  under 
this  provision  would  remain  privileged 
and  confidential. 

The  proposed  rule  also  provided  that 
the  law  enforcement  entity  receiving  the 
patient  safety  work  product  could  use 
the  patient  safety  work  product  to 
pursue  any  law  enforcement  purposes: 
however,  the  recipient  law  enforcement 
entity  could  only  redisclose  the 
information  to  other  law  enforcement 
authorities  as  needed  for  law 
enforcement  activities  related  to  the 
event  that  necessitated  the  original 
disclosure.  The  proposed  rule  sought 
comment  regarding  whether  these 
provisions  would  allow  for  legitimate 
law  enforcement  needs,  while  ensuring 
appropriate  protections. 

Overview  of  Public  Comments: 
Commenters  responding  to  the  question 
in  the  proposed  rule  regarding  whether 
this  disclosure  permission  would  allow 
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for  legitimate  law  enforcement  needs 
while  ensuring  that  information  remain 
appropriately  protected  stated  that  the 
proposed  disclosure  permission  was 
appropriate  and  did  permit  legitimate 
disclosures  to  law  enforcement. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision  with  slight 
modification  for  purposes  of 
clarification  only.  We  add  the  word 
“only”  to  the  final  rule  to  clarify  that 
law  enforcement  receiving  patient  safety 
work  product  pursuant  to  this  exception 
may  only  further  disclose  this 
information  to  other  law  enforcement 
authorities  as  needed  for  law 
enforcement  activities  related  to  the 
event  that  gave  rise  to  the  original 
disclosure. 

Response  to  Other  Public  Comments 

Comment:  Two  commenters  suggested 
that  the  statutory  standard  of  reasonable 
belief  was  vague  and  that  clarity  was 
needed  to  reduce  the  uncertainty  of 
disclosures  and  to  further  define  what 
could  constitute  a  reasonable  belief. 
Another  commenter  noted  that  the 
phrase  “relates  to  a  crime  and  is 
necessary  for  criminal  law  enforcement 
purposes”  is  too  broad  and  leaves  too 
much  discretion  to  entities  such  as 
PSOs. 

Response:  The  final  rule  provision  at 
§  3.206{b)(10)  generally  repeats  the 
statutory  provision  upon  which  it  is 
based,  which  provides  that  the 
disclosure  of  patient  safety  work 
product  be  permitted  if  it  relates  to  the 
commission  of  a  crime  and  the  person 
making  the  disclosure  believes, 
reasonably  under  the  circumstances, 
that  the  patient  safety  work  product  is 
necessary  for  criminal  law  enforcement 
purposes.  See  section  922(c)(2)(G)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(c)(2)(G). 

Comment:  One  commenter  expressed 
concern  regarding  the  redisclosure  of 
patient  safety  work  product  to  law 
enforcement  under  this  disclosure 
permission.  The  commenter  stated  that 
there  could  be  successive  disclosures  of 
protected  information  to  law 
enforcement  without  consideration  of 
whether  there  is  a  reasonable  belief  that 
the  redisclosure  is  necessary  for 
criminal  law  enforcement  purposes. 
Another  commenter  recommended  that 
this  disclosure  permission  should 
expressly  prohibit  patient  safety  work 
product  from  being  used  against 
patients  who  are  identified  in  the 
patient  safety  work  product  but  who  are 
not  the  subject  of  the  criminal  act  for 
which  the  information  was  originally 
disclosed. 

Response:  We  believe  §  3.206(b)(10) 
addresses  the  commenters’  concerns  by 


expressly  limiting  law  enforcement’s 
redisclosure  of  patient  safety  work 
product  received  pursuant  to  the 
provision  to  other  law  enforcement 
authorities  as  needed  for  law 
enforcement  activities  related  to  the 
event  that  gave  rise  to  the  initial 
disclosure.  Thus,  law  enforcement  is  not 
permitted  to  further  disclose  the  patient 
safety  work  product  for  the  enforcement 
of  a  crime  unrelated  to  the  crime  for 
which  the  patient  safety  work  product 
was  originally  disclosed  to  the  law 
enforcement  entity. 

Comment:  One  commenter  stated  that 
the  proposed  rule  represented  an 
expansion  of  the  statutory  language 
because  it  allowed  persons  to  disclose 
patient  safety  work  product  to  law 
enforcement  entities  in  the  absence  of 
an  active  law  enforcement  investigation 
and  in  the  absence  of  a  request  for  this 
information  by  law  enforcement. 

Response:  The  statute  does  not 
require  that  a  law  enforcement  entity  be 
involved  in  an  active  investigation  or 
that  a  law  enforcement  entity  request 
information  prior  to  a  person  making  a 
disclosure  of  patient  safety  work 
product  to  a  law  enforcement  entity 
pursuant  to  this  disclosure  permission. 
See  922(c)(2)(G)  of  the  Public  Health 
Service  Act,  42  U.S.G.  299b-22(c)(2)(G). 

(C)  Section  3.206(c) — Safe  Harbor 

Proposed  Rule:  Proposed  §  3.206(c) 
would  have  prohibited  the  disclosure  of 
a  subject  provider’s  identity  with 
information,  whether  oral  or  written, 
that:  (1)  assesses  that  provider’s  quality 
of  care;  or  (2)  identifies  specific  acts 
attributable  to  such  provider.  See 
section  922(c)(2)(H)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(c)(2)(H). 
This  provision  would  have  been  only 
applicable  to  providers.  Patient  safety 
work  product  disclosed  under  this 
exception  could  identify  providers, 
reporters  or  patients  so  long  as  the 
provider(s)  that  were  the  subject  of  the 
actions  described  were  nonidentified. 
The  proposed  rule  would  have  required 
that  nonidentification  be  accomplished 
in  accordance  with  the 
nonidentification  standard  set  forth  in 
proposed  §  3.212. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  this 
provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision. 

Response  to  Other  Public  Comments 

Comment:  Several  commenters 
suggested  that  the  safe  harbor  provision 
be  extended  to  PSOs  as  well  as 
providers.  One  commenter  noted  that 
there  was  no  reason  to  exclude  PSOs 
from  this  provision  and  including  PSOs 


would  provide  them  with  the  same 
leeway  for  inadvertent  disclosures  of 
patient  safety  work  product  as 
providers. 

Response:  The  statute  expressly  limits 
the  safe  harbor  provision  to  providers. 
Therefore,  we  do  not  have  the  authority 
to  extend  this  provision  to  PSOs. 

(D)  Section  3.206(d) — Implementation 
and  Enforcement  of  the  Patient  Safety 
Act 

Proposed  Rule:  Proposed  §  3.206(d) 
would  have  permitted  the  disclosure  of 
relevant  patient  safety  work  product  to 
or  by  the  Secretary  as  needed  for 
investigating  or  determining  compliance 
with  or  to  seek  or  impose  civil  money 
penalties  with  respect  to  this  Part  or  for 
making  or  supporting  PSO  certification 
or  listing  decisions,  under  the  Patient 
Safety  Act.  Patient  safety  work  product 
disclosed  under  this  exception  would 
remain  confidential. 

Overview  of  Public  Comments:  We  ^ 
received  no  comments  in  reference  to 
this  provision. 

Final  Rule:  Consistent  with  the 
changes  made  to  §  3.204(c)  with  respect 
to  privilege,  the  final  rule  adopts  the 
proposed  provision,  but  expands  it  to 
expressly  provide  that  patient  safety 
work  product  also  may  be  disclosed  to 
or  by  the  Secretary  as  needed  to 
investigate  or  determine  compliance 
with  or  to  impose  a  civil  money  penalty 
under  the  HIPAA  Privacy  Rule.  This 
new  language  implements  the  statutory 
provision  at  section  922(g)(3)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(g)(3),  which  makes  clear  that 
the  Patient  Safety  Act  is  not  intended  to 
affect  implementation  of  the  HIPAA 
Privacy  Rule.  As  in  the  privilege 
context,  given  the  significant  potential 
for  an  alleged  impermissible  disclosure 
to  implicate  both  this  rule’s 
confidentiality  provisions,  as  well  as  the 
HIPAA  Privacy  Rule,  the  Secretary  may 
require  access  to  confidential  patient 
safety  work  product  for  purposes  of 
determining  compliance  with  the 
HIPAA  Privacy  Rule.  The  Secretary  will 
use  such  information  consistent  with 
the  statutory  prohibition  against 
imposing  civil  money  penalties  under 
both  authorities  for  the  same  act. 

With  respect  to  this  rule,  the  final 
rule,  as  in  the  proposed  rule,  makes 
clear  that  disclosures  of  patient  safety 
work  product  to  or  by  the  Secretary  are 
permitted  to  investigate  or  determine 
compliance  with  this  rule,  or  to  make  or 
support  decisions  with  respect  to  listing 
of  a  PSO.  This  may  include  access  to 
and  disclosure  of  patient  safety  work 
product  to  enforce  the  confidentiality 
provisions  of  the  rule,  to  make  or 
support  decisions  regarding  the 
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acceptance  of  certification  and  listing  as 
a  PSO,  or  to  revoke  such  acceptance  and 
to  delist  a  PSO,  or  to  assess  or  verify 
PSO  compliance  with  the  rule. 

Response  to  Other  Public  Comments 

Comment:  Several  commenters  asked 
the  Secretary  to  use  judicious  restraint 
when  requesting  patient  safety  work 
product  for  compliance  and 
enforcement  activities.  Some  of  these 
commenters  also  asked  that  the 
Secretary  reserve  his  full  enforcement 
power  for  only  the  most  egregious 
violations  of  the  confidentiality 
provisions. 

Response:  We  acknowledge  the 
commenters’  concerns  regarding  the 
disclosure  of  patient  safety  work 
product  for  enforcement  purposes.  As 
we  explained  in  the  proposed  rule,  we 
strongly  believe  in  the  protection  of 
patient  safety  work  product  as  provided 
by  the  Patient  Safety  Act.  However, 
confidentiality  protections  are 
meaningless  without  the  ability  to 
enforce  breaches  of  the  protections, 
investigations  of  which  may  require 
access  to  confidential  patient  safety 
work  product.  Further,  §  3.310  of  the 
final  rule  provides  the  Secretary  with 
authority  to  obtain  access  to  only  that 
patient  safety  work  product  and  other 
information  that  is  pertinent  to 
ascertaining  compliance  with  the  rule’s 
confidentiality  provisions. 

Also,  as  we  explained  in  the  proposed 
rule,  we  will  seek  to  minimize  the  risk 
of  improper  disclosure  of  patient  safety 
work  product  by  using  and  disclosing 
patient  safety  work  product  only  in 
limited  and  necessary  circumstances, 
and  by  limiting  the  amount  of  patient 
safety  work  product  disclosed  to  that 
necessary  to  accomplish  the  purpose. 
Further,  §  3.312  of  the  final  rule 
expressly  prohibits  the  Secretary  from 
disclosing  identifiable  patient  safety 
work  product  obtained  by  the  Secretary 
in  connection  with  an  investigation  or 
compliance  review  except  as  permitted 
by  §  3.206(d)  for  compliance  and 
enforcement  or  as  otherwise  permitted 
by  the  rule  or  the  Patient  Safety  Act. 

See  the  discussion  of  the  provisions  of 
Subpart  D  of  the  final  rule  for  more 
information  on  how  the  Secretary  may 
exercise  discretion  in  enforcement. 

(E)  Section  3.206(e) — No  Limitation  on 
Authority  To  Limit  or  Delegate 
Disclosure  or  use 

Proposed  Rule:  Proposed  §  3.206(e) 
would  have  established  that  a  person 
holding  patient  safety  work  product 
may  enter  into  q  contract  that  requires 
greater  confidentiality  protections  or 
may  delegate  its  authority  to  make  a 
disclosure  in  accordance  with  this 


Subpart.  Neither  the  statute  nor  the 
proposed  rule  limited  the  authority  of  a 
provider  to  place  limitations  on 
disclosures  or  uses. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  this 
provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  suggested 
that  providers  and  PSOs  should  not  be 
able  to  enter  into  agreements  that  would 
prohibit  the  disclosure  of  patient  safety 
work  product  to  report  a  crime  or  to 
comply  with  state  reporting 
requirements. 

Response:  The  Patient  Safety  Act 
expressly  provides  that  it  does  not 
preempt  or  otherwise  affect  any  State 
law  requiring  a  provider  to  report 
information  that  is  not  patient  safety 
work  product.  See  section  922(g)(5)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-22(g)(5).  Further,  patient  safety 
work  product  does  not  include  original 
medical  and  other  records.  Thus,  . 
nothing  in  the  final  rule  or  the  statute 
relieves  a  provider  from  his  or  her 
obligation  to  disclose  information  fi-om 
such  original  records  or  other 
information  that  is  not  patient  safety 
work  product  to  comply  with  state 
reporting  or  other  laws.  Moreover,  the 
final  rule  at  §  3.206(b)(10)(i)  permits 
providers  and  PSOs  to  disclose  patient 
safety  work  product  to  report  a  crime  to 
a  law  enforcement  authority  provided 
that  the  disclosing  person  reasonably 
believes  that  the  patient  safety  work 
product  that  is  disclosed  is  necessary  for 
criminal  law  enforcement  purposes. 
However,  the  Department  cannot, 
through  this  rule,  prevent  such 
agreements  because  the  Patient  Safety 
Act,  at  section  922(g)(4)  of  the  Public 
Health  Service  Act,  42  U.S.C.  299b- 
22(g)(4),  specifically  provides  that  the 
Act  cannot  be  construed  “to  limit  the 
authority  of  any  provider,  patient  safety 
organization,  or  other  entity  to  enter 
into  a  contract  requiring  greater 
confidentiality’’  than  that  provided 
under  the  Act. 

3.  Section  3.208 — Continued  Protection 
of  Patient  Safety  Work  Product 

Proposed  Rule:  Proposed  §  3.208 
provided  that  the  privilege  and 
confidentiality  protections  would 
continue  to  apply  to  patient  safety  work 
product  following  disclosure  and  also 
described  the  narrow  circumstances 
when  the  protections  terminate.  See 
section  922(d)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(d).  In 
particular,  the  proposed  rule  would 
have  provided  two  exceptions  to  the 
continued  protection  of  patient  safety 


work  product.  The  first  was  an 
exception  to  continued  confidentiality 
protection  when  patient  safety  work 
product  is  disclosed  for  use  in  a 
criminal  proceeding,  pursuant  to 
§  3.206(b)(1).  See  section  922(d)(2)(A), 

42  U.S.C.  299b-22(d)(2)(A).  The  second 
exception  to  continued  protection  was 
in  circumstances  where  patient  safety 
work  product  is  disclosed  in 
nonidentifiable  form,  pursuant  to 
§§  3.204(b)(4)  and  3.206(b)(5).  See 
section  922(d)(2)(B),  42  U.S.C.  299b- 
22(d)(2)(B). 

The  proposed  rule  would  not  have 
required  the  labeling  of  information  as 
patient  safety  work  product  or  that 
disclosure  of  patient  safety  work 
product  be  accompanied  by  a  notice  as 
to  either  the  fact  that  the  information 
disclosed  is  patient  safety  work  product 
or  that  it  is  confidential.  The  proposed 
rule  did  acknowledge  that  both 
practices  may  be  prudent  business 
practices. 

Overview  of  Public  Comments:  We 
received  several  comments  suggesting 
that  the  final  rule  require  that  patient 
safety  work  product  be  labeled  as  such 
or  that  a  recipient  of  patient  safety  work 
product  be  given  notice  of  the  protected 
status  of  the  information  received. 
Commenters  suggested  that  putting 
recipients  of  patient  safety  work  product 
on  notice  about  the  sensitive  and 
confidential  nature  of  the  information 
would  assure  and  encourage  appropriate 
treatment  of  this  information. 

Final  Rule:  The  final  rule  adopts  this 
proposed  provision  but  does  not  require 
that  patient  safety  work  product  be 
labeled  or  that  disclosing  parties 
provide  recipients  of  patient  safety  work 
product  with  notice  that  they  are 
receiving  protected  information.  We 
believe  imposing  a  labeling  or  notice 
requirement  would  be  overly 
burdensome  on  entities.  We  do, 
however,  expect  providers,  PSOs,  and 
responsible  persons  holding  patient 
safety  work  product  to  treat  and 
safeguard  such  sensitive  information 
appropriately  and  encourage  such 
persons  to  consider  whether  labeling  or 
notice  may  be  an  appropriate  safeguard 
in  certain  circumstances.  Further,  we 
note  that  the  final  rule  provides  that 
information  that  is  documented  as 
within  a  patient  safety  evaluation 
system  for  reporting  to  a  PSO  is  patient 
safety  work  product.  In  addition,  the 
final  rule  allows  patient  safety  work 
product  to  be  removed  from  a  patient 
safety  evaluation  system  and  no  longer 
considered  patient  safety  work  product 
if  it  has  not  yet  been  reported  to  a  PSO 
and  its  removal  is  documented.  See  the 
definition  of  “patient  safety  work 
product”  at  §  3.20.  These 
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documentation  provisions  may  assist  in 
identifying,  and  putting  persons  on 
notice  as  to,  what  is  and  is  not  protected 
information. 

Response  to  Other  Public  Comments 

Comment:  With  respect  to 
§§  3.206(b)(2),  3.206(b)(3).  3.206(b)(8), 
3.206(b)(9),  and  3.206(b)(10), 
commenters  asked  that  the  final  rule 
emphasize  the  fact  that  subsequent 
holders  of  patient  safety  work  product 
are  subject  to  the  privilege  and 
confidentiality  provisions  when  they 
receive  the  patient  safety  work  product 
pursuant  to  a  privilege  or  confidentiality 
exception  and  that  this  patient  safety 
work  product  cannot  be  subpoenaed, 
ordered,  or  entered  into  evidence  in  a 
civil  or  criminal  proceeding  through  any 
of  these  exceptions. 

Response:  Section  3.208  makes  clear 
that,  with  limited  exceptions,  patient 
safety  work  product  continues  to  be 
privileged  and  confidential  upon 
disclosure. 

Comment:  One  commenter  expressed 
concern  over  the  proposed  rule’s 
statement  that  an  impermissible 
disclosure  of  patient  safety  work 
product,  even  if  unintentional,  does  not 
terminate  the  confidentiality  of  the 
information  and  that  individuals  and 
entities  receiving  this  patient  safety 
work  product  may  be  subject  to  civil 
money  penalties.  The  commenter  stated 
that  the  applicability  of  this  broad 
statement  to  third  and  fourth  party 
recipients  of  patient  safety  work  product 
could  violate  the  First  Amendment  and 
expressed  concern  with  the  possibility 
that  the  Secretary  would  seek  to  impose 
a  civil  money  penalty  upon  a  newspaper 
for  printing  patient  safety  information. 

Response:  Section  3.208  implements 
the  statutory  provision  that  patient 
safety  work  product  continues  to  be 
privileged  and  confidential  upon 
disclosure,  including  when  in  the 
possession  of  the  person  to  whom  the 
disclosure  was  made.  See  section  922(d) 
of  the  Public  Health  Service  Act,  42 
U.S.C.  299b-22(d).  To  encourage 
provider  reporting  of  sensitive  patient 
safety  information,  Congress  .saw  a  need 
for  strong  privilege  and  confidentiality 
protections  that  continue  to  apply 
downstream  even  after  disclosure, 
regardless  of  who  holds  the  information. 
With  respect  to  the  commenter’s 
concern  regarding  “unintentional” 
disclosures,  we  note  that  the  Secretary 
has  discretion  to  elect  not  to  impose 
civil  money  penalties  for  an 
impermissible  disclosure  of  patient 
safety  work  product,  in  appropriate 
circumstances.  Thus,  if  it  is  determined, 
through  a  complaint  investigation  or  a 
compliance  review,  that  an 


impermissible  disclosure  of  patient 
safety  work  product  has  been  made,  the 
Secretary  wilt  examine  each  situation 
based  on  the  individual  circumstances 
and  make  an  appropriate  determination 
about  whether  to  impose  a  civil  money 
penalty.  See  the  discussion  regarding 
Subpart  D  of  this  final  rule  for  a  more 
extensive  discussion  of  the  Secretary’s 
enforcement  discretion.  Finally,  with 
respect  to  the  commenter’s  First 
Amendment  concerns,  we  do  not 
believe  the  confidentiality  provisions 
afforded  to  patient  safety  work  product 
in  the  statute  and  the  rule  contravene 
the  First  Amendment. 

4.  Section  3.210 — Required  Disclosure 
of  Patient  Safety  Work  Product  to  the 
Secretary 

Proposed  Rule:  Proposed  §  3.210 
would  have  required  providers,  PSOs, 
and  other  persons  holding  patient  safety 
work  product  to  disclose  such 
information  to  the  Secretary  upon  a 
determination  by  the  Secretary  that  such 
patient  safety  work  product  is  needed 
for  the  investigation  and  enforcement 
activities  related  to  this  Part,  or  is 
needed  in  seeking  and  imposing  civil 
money  penalties. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  this 
provision. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provision  but  expands  it  to 
encompass  disclosures  of  patient  safety 
work  product  needed  for  investigation 
and  enforcement  activities  with  respect 
to  the  HIPAA  Privacy  Rale,  consistent 
with  changes  made  to  §§  3.204(c)  and 
3.206(d).  As  in  the  proposed  rule,  the 
final  rule  makes  clear  that,  with  respect 
to  this  rule,  providers,  PSOs,  and 
responsible  persons  must  disclose 
patient  safety  work  product  to  the 
Secretary  upon  request  when  needed  to 
investigate  or  determine  compliance 
with  this  rule,  or  to  make  or  support 
decisions  with  respect  to  listing  of  a 
PSO.  This  may  include  disclosure  of 
patient  safety  work  product  to  the 
Secretary  as  necessary  to  enforce  the 
confidentiality  provisions  of  the  rule,  to 
make  or  support  decisions  regarding  the 
acceptance  of  certification  and  listing  as 
a  PSO,  or  to  revoke  such  acceptance  and 
to  delist  a  PSO,  or  to  assess  or  verify 
PSO  compliance  with  the  rule. 

Response  to  Other  Public  Comments 

Comment:  Several  commenters 
suggested  that  disclosures  to  the 
Secretary  be  limited  to  only  the  patient 
safety  work  product  that  is  needed  for 
the  Secretary’s  activities. 

Response:  Section  3.210  requires 
disclosure  of  patient  safety  work 
product  only  in  those  cases  where  the 


Secretary  has  determined  that  such 
information  is  needed  for  compliance  or 
enforcement  of  this  rule  or  the  HIPAA 
Privacy  Rule  or  for  PSO  certification  or 
listing.  Further,  during  an  investigation 
or  compliance  review,  §  3.310(c) 
requires  a  respondent  to  provide  the* 
Secretary  with  access  to  only  that 
information,  including  patient  safety 
work  product,  that  is  pertinent  to 
ascertaining  compliance  with  this  rule. 

5.  Section  3.212 — Nonidentification  of 
Patient  Safety  Work  Product 

Proposed  Rule:  Proposed  §  3.212 
would  have  established  the  standard  by 
which  patient  safety  work  product 
would  be  rendered  nonidentifiable, 
implementing  section  922(c)(2)(B)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-22(c)(2)(B).  Under  the  Patient 
Safety  Act  and  this  Part,  identifiable 
patient  safety  work  product  includes 
information  that  identifies  any  provider 
or  reporter  or  contains  individually 
identifiable  health  information  under 
the  HIPAA  Privacy  Rule  (see  45  CFR 
160.103).  See  section  921(2)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-21(2).  By  contrast,  nonidentifiable 
patient  safety  work  product  does  not 
include  information  that  permits 
identification  of  any  provider,  reporter 
or  subject  of  individually  identifiable 
health  information.  See  section  921(3)  of 
the  Public  Health  Service  Act,  42  U.S.C. 
299b-21(3). 

The  proposed  rule  explained  that 
because  individually  identifiable  health 
information'as  defined  in  the  HIPAA 
Privacy  Rule  is  one  element  of 
identifiable  patient  safety  work  product, 
the  de-identification  standard  provided 
in  the  HIPAA  Privacy  Rule  would  apply 
with  respect  to  the  patient-identifiable 
information  in  the  patient  safety  work 
product.  Therefore,  where  patient  safety 
work  product  contained  individually 
identifiable  health  information,  the 
proposal  would  have  required  that  the 
information  be  de-identified  in 
accordance  with  45  CFR  164.514(a)-(c) 
to  qualify  as  nonidentifiable  patient 
safety  work  product  with  respect  to 
individually  identifiable  health 
information  under  the  Patient  Safety 
Act. 

Further,  with  respect  to  providers  and 
reporters,  the  proposal  imported  and 
adapted  the  HIPAA  Privacy  Rule’s 
standards  for  de-identification.  In 
particular,  the  proposal  included  two 
methods  by  which  nonidentification 
could  be  accomplished:  (1)  A  statistical 
method  of  nonidentification  and  (2)  the 
removal  of  15  specified  categories  of 
direct  identifiers  of  providers  or 
reporters  and  of  parties  related  to  the 
providers  and  reporters,  including 
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corporate  parents,  subsidiaries,  practice 
partners,  employers,  workforce 
members,  or  household  members,  and 
that  the  discloser  have  no  actual 
knowledge  that  the  remaining 
information,  alone  or  in  combination 
with  other  information  reasonably 
available  to  the  intended  recipient, 
could  be  used  to  identify  any  provider 
or  reporter,  i.e.,  a  contextual 
nonidentification  standard.  In  addition, 
the  proposal  would  have  permitted  a 
provider,  PSO,  or  other  disclosing  entity 
or  person  to  assign  a  code  or  other 
means  of  record  identification  to  allow 
information  made  nonidentifiable  to  be 
re-identified  by  the  disclosing  person, 
provided  certain  conditions  were  met. 

The  proposal  specifically  invited 
comment  on  the  proposed  standards 
and  approaches  and  asked  whether  it 
would  be  possible  to  include  any 
geographical  identifiers,  and  if  so,  at 
what  level  of  detail  (state,  county,  zip 
code).  We  also  requested  comment 
regarding  whether  there  were  alternative 
approaches  to  standards  for  entities 
determining  when  health  information 
could  reasonably  be  considered 
nonidentifiable. 

Overview  of  Public  Comments:  We 
received  a  variety  of  comments 
addressing  the  nonidentification 
standard.  One  commenter  supported  the 
proposed  methodologies  for 
nonidentification,  while  several 
commenters  expressed  concern  that  the 
nonidentification  standard  was  too  strict 
and  rendered  patient  safetv  work 
product  useless  to  its  recipients.  One 
commenter  was  concerned  that 
imposing  an  inflexible,  stringent 
nonidentification  standard  would 
impede  the  future  disclosures  of 
aggregated  patient  safety  information 
that  the  commenter  currently  makes. 
Some  of  these  commenters  proposed 
alternatives  to  the  proposed 
nonidentification  standard,  such  as 
considering  information  nonidentified 
even  if  it  contains  dates  of  treatment 
and  geographic  identifiers  as  long  as 
data  of  a  certain  threshold  number  of 
providers  was  aggregated  or  eliminating 
the  nonidentification  standard  entirely 
and  applying  a  less  stringent 
anonymization  standard.  In  contrast, 
several  other  commenters  expressed 
concern  that  the  nonidentification 
standard  was  too  flexible,  was 
inadequate  to  truly  nonidentify 
information  and  protect  provider 
identities,  and  could  be  too  easily 
reverse  engineered. 

Final  Rule:  The  final  rule  adopts  this 
proposed  provision  with  only  a  minor 
technical  change  to  incorporate  by 
reference  the  direct  identifiers  listed  at 
§  3.206(b){4)(iv){A)  of  the 


anonymization  standard,  as  appropriate, 
to  eliminate  unnecessary  duplication  of 
such  elements  in  the  regulatory  text. 
Therefore,  persons  wishing  to 
nonidentify  patient  safety  work  product 
must  remove  the  direct  identifiers  listed 
in  the  anonymization  standard  at 
§  3.206(b)(4)(iv)(A)(l)  through  (13),  as 
well  as  any  additional  geographic 
subdivisions  smaller  than  a  State  that 
are  not  required  to  be  removed  by 
§  3.206(b)(4)(A)(2),  e.g.,  town  or  city,  all 
elements  of  dates  (except  year)  that  are 
directly  related  to  a  patient  safety 
incident  or  event,  and  any  other  unique 
identifying  number,  characteristic,  or 
code  (except  as  permitted  for 
reidentification).  We  were  not 
persuaded  by  commenters  that  changes 
to  the  standard  were  necessary, 
especially  given  the  lack  of  consensus 
among  commenters  as  to  whether  the 
standard  was  too  stringent  or  not 
stringent  enough.  Further,  commenters 
did  not  offer  suggestions  as  to  potential 
alternative  approaches  to 
nonidentification.  Additionally,  because 
this  rule’s  nonidentification  standard 
with  respect  to  providers  and  reporters 
is  adapted  from  the  HIPAA  Privacy 
Rule’s  de-identification  standard  and 
with  respect  to  individuals,  incorporates 
the  HIPAA  Privacy  Rule’s  de¬ 
identification  standard,  this  approach 
minimizes  complexity  and  biurden  for 
entities  that  are  subject  to  both 
regulatory  schemes. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  expressed 
concern  over  the  possibility  that 
provider  identities  could  be  derived 
from  nonidentifiable  patient  safety  work 
product  and  asked  that  the  final  rule 
require  a  party  disclosing  identifiable 
information  to  produce  evidence,  if 
challenged,  of  how  the  information  was 
obtained  if  not  via  nonidentifiable 
patient  safety  work  product.  Another 
commenter  suggested  that  the  final  rule 
include  a  provision  that  prohibits  the 
use  or  disclosure  of  any  individually 
identifiable  information  that  was 
obtained  via  the  use  of  nonidentifiable 
patient  safety  work  product.  Finally, 
another  commenter  suggested  that  keys 
to  reidentification  of  nonidentifiable 
patient  safety  work  product  be  protected 
from  discovery  and  should  be  protected 
as  patient  safety  work  product  to 
prevent  reidentification  by  unintended 
parties. 

Response:  We  believe  that  the 
nonidentification  standard  in  the  final 
rule,  which  is  based  upon  the  existing 
HIPAA  Privacy  Rule’s  de-identification 
standard,  is  appropriate  and  sufficient 
to  protect  the  identities  of  providers. 
With  respect  to  protection  of 


reidentification  keys,  we  note  that 
§  3.212(a)(3)  prohibits  a  provider,  PSO, 
or  responsible  party  disclosing 
nonidentifiable  patient  safety  work 
product  from  also  disclosing  the 
mechanism  for  reidentification.  If  a 
reidentification  key  is  disclosed  along 
with  patient  safety  work  product  that 
would  otherwise  be  nonidentifiable, 
then  such  information  is  identifiable 
patient  safety  work  product  to  which 
the  privilege  and  confidentiality 
protections  attach. 

Comment:  One  commenter  asked  to 
whom  must  patient  safety  work  product 
be  made  nonidentifiable  and  if 
information  is  adequately 
nonidentifiable  despite  the  ability  of  a 
provider  or  patient  involved  in  the 
event  to  recognize  their  case. 

Response:  Under  §  3.212(a)(1),  patient 
safety  work  product  is  rendered 
nonidentifiable  if  a  determination  is 
made,  applying  generally  accepted 
statistical  and  scientific  principles,  that 
the  risk  is  very  small  that  the 
information  could  be  used,  alone  or  in 
combination  with  other  reasonably 
available  information,  by  an  anticipated 
recipient  to  identify  a  provider  or 
reporter.  Similarly,  under  §  3.212(a)(2), 
patient  safety  work  product  is  rendered 
nonidentifiable  if  the  listed  identifiers 
are  stripped  and  the  provider,  PSO  or 
responsible  person  making  the 
disclosure  does  not  have  actual 
knowledge  that  the  information  could 
be  used,  alone  or  in  combination  with 
other  information  that  is  reasonably 
available  to  the  intended  recipient,  to 
identify  the  particular  provider  or 
reporter.  So  long  as  the  remaining 
information  meets  either  of  these  two 
standards,  such  information  is 
considered  nonidentifiable  for  purposes 
of  this  rule,  despite  the  hypothetical 
ability  of  a  provider  or  patient  involved 
in  the  event  to  recognize  their  case. 

Comment:  One  commenter  asked  for 
clarification  that  nonidentification  can 
be  accomplished  through  either  the 
statistical  method  or  through  the  safe 
harbor  method  but  that  entities  are  not 
required  to  nonidentify  patient  safety 
work  product  subject  to  both  methods. 

Response:  We  clarify  that  either 
method  may  be  used  to  render 
information  nonidentifiable  for 
purposes  of  this  rule. 

D.  Subpart  D — Enforcement  Program 

Subpart  D  of  the  final  rule  establishes 
a  framework  to  enable  the  Secretary  to 
monitor  and  ensure  compliance  with 
this  Part,  a  process  for  imposing  a  civil 
money  penalty  for  breach  of  the 
confidentiality  provisions,  and 
procedures  for  a  hearing  contesting  a 
civil  money  penalty.  The  provisions  in 
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Subpart  D  are  modeled  largely  on  the 
HIPAA  Enforcement  Rule  at  45  CFR  Part 
160,  Subparts  C,  D  and  E.  This  will 
maintain  a  common  approach  to 
enforcement  and  appeals  of  civil  money 
penalty  determinations  based  on  section 
1128A  of  the  Social  Security  Act,  42 
U.S.C.  1320a-7a,  upon  whigh  both  the 
HIPAA  and  Patient  Safety  Act  penalties 
are  based,  as  well  as  minimize 
complexity  for  entities  that  are  subject 
to  both  regulatory  schemes.  This 
enforcement  scheme  also  provides  the 
Secretary  maximum  flexibility  to 
address  confidentiality  violations  so  as 
to  encourage  participation  in  patient 
safety  activities  and  achieve  the  goals  of 
the  Patient  Safety  Act. 

General  Comments:  Several 
commenters  expressed  support  for  the 
decision  to  base  this  rule’s  enforcement 
regime  on  the  HIPAA  Enforcement  Rule 
and  noted  that  the  HIPAA  Enforcement 
Rule  was  properly  adapted  to  the 
patient  safety  context.  However,  two 
commenters  expressed  concern  that 
basing  the  enforcement  regime  in  this 
rule  on  the  HIPAA  Enforcement  Rule 
will  be  insufficient  to  adequately 
address  and  penalize  violations  of  the 
confidentiality  provisions  because  of  the 
Department’s  approach  to  enforcement 
of  the  HIPAA  Privacy  Rule.  One 
commenter  argued  that  this  might  cause 
providers  to  decide  against  reporting  the 
most  serious  patient  safety  events,  and 
therefore,  would  undermine  the  purpose 
of  the  statute. 

Response  to  General  Comments:  The 
Department  believes  that  modeling  this 
rule’s  enforcement  provisions  on  the 
existing  HIPAA  Enforcement  Rule  is 
prudent  and  appropriate.  As  noted 
above,  such  an  approach  grants  the 
Secretary  maximum  flexibility  to 
address  violations  of  the  confidentiality 
provisions,  relies  on  an  existing  and 
established  enforcement  regime,  and 
minimizes  complexity  for  entities 
subject  to  both  the  Patient  Safety  Act 
and  HIPAA. 

1.  Sections  3.304,  3.306,  3.308,  3.310, 
3.312,  3.314 — Compliance  and 
Investigations 

Proposed  Rule:  Sections  3.304-3.314 
of  the  proposed  rule  provided  the 
framework  by  which  the  Secretary 
would  seek  compliance  by  providers, 
PSOs,  and  responsible  persons  with  the 
confidentiality  provisions  of  the  rule. 
These  proposed  requirements  included; 

(1)  Provisions  for  the  Secretary  to  seek 
cooperation  from  these  entities  in 
obtaining  compliance  and  to  provide 
technical  assistance  (proposed  §  3.304); 

(2)  procedures  for  any  person  who 
believes  there  has  been  a  violation  of  the 
confidentiality  provisions  to  file  a 


complaint  with  the  Secretary  and 
provisions  for  the  Secretary'  to 
investigate  such  complaints  (proposed 
§  3.306);  (3)  provisions  for  the  Secretary 
to  conduct  compliance  reviews 
(proposed  §  3.308);  (4)  provisions 
establishing  responsibilities  of 
respondents  with  respect  to  cooperating 
with  the  Secretary  during  investigations 
or  compliance  reviews  and  providing 
access  to  information  necessary  and 
pertinent  to  the  Secretary  determining 
compliance  (proposed  §  3.310);  (5) 
provisions  describing  the  Secretary’s 
course  of  action  during  complaints  and 
compliance  reviews,  including  the 
circumstances  under  which  the 
Secretary  may  attempt  to  resolve 
compliance  matters  by  informal  means 
or  issue  a  notice  of  proposed 
determination,  as  well  as  the 
circumstances  under  which  the 
Secretary  may  use  or  disclose 
information,  including  identifiable 
patient  safety  work  product,  obtained 
during  an  investigation  or  compliance 
review  (proposed  §  3.312);  and  (6) 
provisions  and  procedures  for  the 
Secretary  to  issue  subpoenas  to  require 
witness  testimony  and  the  production  of 
evidence  and  to  conduct  investigational 
inquiries  (proposed  §  3.314). 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  the 
proposed  provisions. 

Final  Rule:  The  final  rule  adopts  the 
provisions  of  the  proposed  rule,  except, 
where  reference  was  made  in  the 
proposed  rule  to  provisions  of  the 
HIPAA  Enforcemerrt  Rule,  the  final  rule 
includes  the  text  of  such  provisions  for 
convenience  of  the  reader. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  how 
and  when  the  Secretary  will  provide 
technical  assistance  to  providers,  PSOs, 
and  responsible  persons  regarding 
compliance  with  the  confidentiality 
provisions. 

Response:  The  Secretary  intends  to 
provide  technical  assistance  through  a 
variety  of  mechanisms.  First,  as 
authorized  by  the  Patient  Safety  Act,  the 
Secretary  intends,  as  practical,  to 
convene  annuaf  meetings  for  PSOs  to 
discuss  methodology,  communication, 
data  collection,  privacy  concerns,  or 
other  issues  relating  to  their  patient 
safety  systems.  See  section  925  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-25.  Second,  the  Secretary  intends 
to  exercise  his  discretion  under  §  3.304 
by,  when  practicable  and  appropriate, 
providing  technical  assistance  to 
affected  persons  and  entities  both  on  an 
individual  basis  when  such  persons  or 
entities  are  involved  in  complaint 
investigations  or  compliance  reviews,  as 


well  as  more  generally  through 
published  guidance  that  addresses 
common  compliance  or  other  questions 
about  the  rule.  As  we  noted  in  the 
preamble  to  the  proposed  rule,  however, 
the  absence  of  technical  assistance  or 
guidance  by  the  Secretary  may  not  be 
raised  as  a  defense  to  civil  money 
penalty  liability.  We  also  encourage 
persons  participating  in  patient  safety 
activities  and  subject  to  this  rule  to 
develop  and  share  with  others  similarly 
situated  in  the  industry  “best  practices” 
for  the  confidentiality  of  patient  safety 
work  product. 

Comment:  One  commenter  requested 
that  the  final  rule  provide  additional 
detail  on  the  consideration  that  will  go 
into  the  determination  of  whether  to 
pursue  an  investigation  or  to  conduct  a 
compliance  review. 

Response:  We  do  not  believe  that 
including  additional  detail  in  the  final 
rule  regarding  when  we  will  investigate 
or  conduct  compliance  reviews  is 
prudent  or  feasible.  The  decision  of 
whether  to  conduct  an  investigation  or 
compliance  review  is  left  to  the 
discretion  of  the  Secretary  and  will  be 
made  based  on  the  specific 
circumstances  of  each  individual  case. 
The  decision  to  investigate  a  complaint 
is  necessarily  fact  specific.  For  example, 
some  complaints  may  not  allege  facts 
that  fall  within  the  Secretary’s 
jurisdiction  or  that  constitute  a  violation 
if  true.  With  respect  to  compliance 
reviews,  the  Secretary  needs  to  maintain 
flexibility  to  conduct  whatever  reviews 
are  necessary  to  ensure  compliance. 
Compliance  reviews  may  be  initiated 
based  on,  for  example,  information  that 
comes  to  the  Department’s  attention 
outside  of  the  formal  complaint  process, 
or  trends  the  Department  is  seeing  as  a 
result  of  its  enforcement  activities.  It 
would  be  premature  at  this  time  to 
indicate  the  specific  circumstances 
under  which  such  reviews  may  be 
conducted,  given  the  absence  of  any 
compliance  and  enforcement  experience 
with  the  rule.  Further,  making  public 
the  Department’s  considerations  in  this 
area  may  undermine  the  effectiveness  of 
such  reviews.  Thus,  we  did  not  propose 
and  do  not  include  in  this  final  rule 
affirmative  criteria  for  conducting 
compliance  reviews. 

Comment:  One  commenter  requested 
clarification  that  the  Secretary  may  only 
require  respondents  to  produce  records, 
books,  and  accounts  that  are  reasonably 
related  to  an  investigation. 

Response:  Section  3.310(c)  of  the 
proposed  rule,  which  the  final  rule 
adopts,  provided  that  a  respondent  must 
permit  the  Secretary  access  to  the 
information  that  is  pertinent  to 
ascertaining  compliance  with  the 
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confidentiality  provisions  of  the  rule. 
Given  this  provision  in  the  final  rule, 
we  do  not  see  a  need  to  provide  further 
clarification. 

2.  Sections  3.402,  3.404,  3.408,  3.414, 
3.416,  3.418,  3.420,  3.422,  3.424,  ^ 

3.426 — Civil  Money  Penalties 

Proposed  Rule:  Sections  3.402-3.426 
of  the  proposed  rule  provided  the 
process  for  the  Secretary  to  impose  a 
civil  money  penalty  for  noncompliance 
by  a  PSO,  provider,  or  responsible 
person  with  the  confidentiality 
provisions  of  the  rule.  These  proposed 
provisions:  (1)  Described  the  basis  for 
imposing  a  civil  money  penalty  on  a 
person  who  discloses  identifiable 
patient  safety  work  product  in  knowing 
or  reckless  violation  of  the 
confidentiality  provisions,  as  well  as  on 
a  principal,  in  accordance  with  the 
federal  common  law  of  agency  based 
on  the  act  of  its  agent  acting  within  the 
scope  of  the  agency  (proposed  §  3.402); 
(2)  described  how  a  penalty  amount 
would  be  determined,  and  provided  the 
statutory  cap  of  any  such  penalty 
(proposed  §3.404);  (3)  provided  the  list 
of  factors  the  Secretary  may  consider  as 
aggravating  or  mitigating,  as 
appropriate,  in  determining  the  amount 
of  a  civil  money  penalty,  including  the 
nature  and  circumstances  of  the 
violation  and  the  degree  of  culpability 
of  the  respondent  (proposed  §  3.408);  (4) 
set  forth  the  6-year  limitations  period  on 
the  Secretary  initiating  an  action  for 
imposition  of  a  civil  money  penalty 
(proposed  §  3.414);  (5)  set  out  the 
Secretary’s  authority  to  settle  any  issue 
or  case  or  to  compromise  any  penalty 
(proposed  §  3.416);  (6)  provided  that  a 
civil  money  penalty  imposed  under  this 
rule  would  be  in  addition  to  any  other 
penalty  prescribed  by  law,  except  that  a 
civil  money  penalty  may  not  be 
imposed  both  under  this  rule  and  the 
HIPAA  Privacy  Rule  for  the  same  act 
(proposed  §  3.418);  (7)  required  that  the 
Secretary  provide  a  respondent  with 
written  notice  of  his  intent  to  impose  a 
civil  money  penalty,  prescribe  the 
contents  of  such  notice,  and  provide  the 
respondent  with  a  right  to  request  a 
hearing  before  an  ALJ  to  contest  the 
proposed  penalty  (proposed  §  3.420);  (8) 
provided  that  if  the  respondent  fails  to 
timely  request  a  hearing  and  the  matter 
is  not  settled  by  the  Secretary,  the 
Secretary  may  impose  the  proposed 
penalty  (or  any  lesser  penalty)  and  will 
notify  the  respondent  of  any  penalty 
imposed,  and  that  the  respondent  has 


2  For  more  infonnation  and  guidance  about 
violations  of  the  rule  attributed  to  a  principal  based 
on  the  federal  common  law  of  agency,  see  the 
preamble'to  the  proposed  rule  at  73  FR  8158-8159. 


no  right  to  appeal  such  penalty 
(proposed  §  3.422);  (9)  provided  that 
once  the  penalty  becomes  final,  it  will 
be  collected  by  the  Secretary,  unless 
compromised,  and  describes  the 
methods  for  collection  (proposed 
§  3.424);  and  (10)  provided  that  the 
Secretary  will  notify  the  public  and  the 
appropriate  State  or  local  medical  or 
professional  organizations,'  appropriate 
State  agencies  administering  or 
supervising  the  administration  of  Sta)e 
health  care  programs,  appropriate 
utilization  and  quality  control  peer 
review  organizations,  and  appropriate 
State  or  local  licensing  agencies  or 
organizations,  of  a  final  penalty  and  the 
reason  it  was  imposed  (proposed 
§3.426). 

In  addition,  with  respect  to  the  factors 
at  proposed  §  3.408,  we  specifically 
sought  comment  on  whether  the  factors 
should  be  expanded  to  expressly 
include  a  factor  for  persons  who  self- 
report  disclosures  that  may  potentially 
violate  the  confidentiality  provisions 
such  that  voluntary  self-reporting  would 
be  a  mitigating  consideration  when 
assessing  a  civil  money  penalty. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  these 
proposed  provisions.  With  respect  to 
proposed  §  3.408,  commenters  generally 
supported  the  list  of  detailed  factors, 
which  may  be  aggravating  or  mitigating 
depending  on  the  context,  for  use  by  the 
Secretary  in  determining  the  amount  of 
a  civil  money  penalty.  In  response  to  the 
question  in  the  proposed  rule  regarding 
whether  the  final  rule'should  include  a 
factor  for  persons  who  self-report 
disclosures  that  may  be  potential 
violations,  some  commenters  opposed 
such  an  expansion,  arguing  that  such  a 
provision  could  be  viewed  as  an 
additional  reporting  obligation  on 
persons  and  entities.  Several  other 
commenters  expressed  general  support 
for  the  consideration  of  such  a 
mitigating  factor  in  the  determination  of 
any  penalty,  and  one  commenter 
specifically  recommended  expanding 
the  list  of  factors  to  include  self- 
reporting. 

Final  Rule:  The  final  rule  adopts  the 
provisions  of  the  proposed  rule  except, 
where  reference  was  made  in  the 
proposed  rule  to  provisions  of  the 
HIPAA  Enforcement  Rule,  the  final  rule 
includes  the  text  of  such  provisions  for 
convenience  of  the  reader.  We  do  not 
expand  the  list  of  factors  at  §  3.408  to 
include  the  fact  of  self-reporting  by  a 
respondent  in  the  final  rule.  As  we 
noted  in  the  preamble  to  the  proposed 
rule,  while  including  a  factor  for 
voluntary  self-reporting  may  encourage 
persons  to  report  breaches  of 
confidentiality,  particularly  those  that 


may  otherwise  go  unnoticed,  as  well  as 
demonstrate  the  security  practices  that 
led  to  the  discovery  of  the  breach  and 
how  the  breach  was  remedied,  we  agree 
with  those  commenters  who  argued  that 
including  such  a  factor  may  be  viewed 
incorrectly  as  an  additional  and  ongoing 
reporting  obligation  on  providers,  PSOs, 
and  others  to  report  every  potentially 
impermissible  disclosure.  This  would 
unnecessarily  increase  administrative 
burden  both  on  the  Department  and  the 
reporting  persons.  Additionally, 
inclusion  of  such  a  factor  may  interfere 
with  contractual  relationships  between 
providers  and  PSOs  that  address  how 
parties  are  to  deal  with  breaches. 

However,  we  note  that  even  though 
we  are  not  expressly  including  a  self- 
reporting  factor  in  the  list  at  §  3.408,  the 
Secretary  retains  discretion  to  consider 
self-reports  on  a  case-by-case  basis 
under  §  3.408(f),  which  perniits  the 
Secretary  to  consider  “such  other 
matters  as  justice  may  require”  in 
determining  the  amount  of  a  civil 
money  penalty. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  .supported 
the  knowing  or  reckless  standard  for 
establishing  the  basis  for  imposing  a 
civil  money  penalty  for  a  confidentiality 
violation  but  also  stated  that  every  effort 
should  be  made  to  reduce  the  risk  of 
liability  and  to  encourage  provider 
participation.  Another  commenter 
supported  the  Secretary’s  ability  to 
exercise  discretion  in  determining 
whether  to  impose  a  civil  money 
penalty  for  a  knowing  or  reckless 
violation  of  the  confidentiality 
provisions  but  also  suggested  that,  in 
cases  where  a  PSO  is  compelled  to 
disclose  patient  safety  work  product  by 
a  court  and  has,  in  good  faith,  attempted 
to  assert  the  privilege  protection,  the 
PSO  automatically  should  be  excused 
from  a  civil  money  penalty  for  the 
impermissible  disclosure  of  patient 
safety  work  product  to  the  court. 

Response:  We  agree  that  the 
appropriate  basis  for  imposing  a  civil 
money  penalty  is  for  knowing  or 
reckless  disclosures  of  identifiable 
patient  safety  work  product  in  violation 
of  the  confidentiality  provisions  of  the 
rule  and  that  it  is  important  the 
Secretary  ultimately  retain  discretion  as 
to  whether  to  impose  a  penalty  pursuant 
to  this  standard.  This  provision  is  based 
on  .section  922(f)  of  the  Public  Health 
Service  Act,  42  U.S.C.  299b-22(f).  We 
also  agree  that  provider  participation  is 
essential  to  meeting  the  overall  goal  of 
the  statute  to  improve' patient  safety  and 
quality  of  care,  and  we  believe  that 
.strong  privilege  and  confidentiality 
protections  for  patient  safety  work 
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product  are  fundamental  to  ensuring 
this  participation.  As  we  explained  in 
the  preamble  to  the  proposed  rule,  a 
civil  money  penalty  under  §  3.402  may 
only  be  imposed  if  the  Secretary  first 
establishes  a  wrongful  disclosure — that 
is,  the  information  disclosed  was 
identifiable  patient  safety  work  product 
and  the  manner  of  the  disclosure  does 
not  fit  within  any  permitted  exception. 
The  Secretary  must  then  determine 
whether  a  person  making  the  disclosure 
acted  “knowingly”  or  “recklessly.”  To 
do  so,  the  Secretary  must  prove  either 
that:  (1)  The  person  making  the 
disclosure  knew  a  disclosure  was  being 
made  (not  that  the  person  knew  he  or 
she  was  disclosing  identifiable  patient 
safety  work  product  in  violation  of  the 
rule  or  statute);  or  (2)  the  person  acted 
recklessly  in  making  the  disclosure,  that 
is,  the  person  was  aware,  or  a  reasonable 
person  in  his  or  her  situation  should 
have  been  aware,  that  his  or  her  conduct 
created  a  substantial  risk  of  disclosure 
of  information  and  to  disregard  such 
risk  constituted  a  gross  deviation  from 
reasonable  conduct.  For  more  guidance 
on  this  standard  or  the  knowing  or 
reckless  standard,  see  the  preamble  to 
the  proposed  rule  at  73  FR  8157-8158 
Once  a  knowing  or  reckless  violation 
has  been  established,  the  Secretary  still 
retains  discretion  as  to  whether  to 
impose  a  penalty  for  a  violation  and 
may  elect  not  to  do  so.  Thus,  we  believe 
the  standard  at  §  3.402  of  the  final  rule 
strikes  the  right  balance  in  ensuring 
those  who  are  culpable  are  subject  to 
penalties,  while  still  encouraging 
maximum  participation  by  providers. 

For  example,  circumstances  where  a 
person  who  disclosed  identifiable 
patient  safety  work  product  in  violation 
of  the  rule  can  show  he  or  she  did  not 
know  and  had  no  reason  to  know  that 
the  information  was  patient  safety  work 
product  may  warrant  discretion  by  the 
Secretary.  Further,  as  we  stated  in  the 
preamble  to  the  proposed  rule,  the 
Secretary  may  exercise  discretion  and 
not  pursue  a  civil  money  penalty  against 
a  respondent  ordered  by  a  court  to 
produce  patient  safety  work  product 
where  the  respondent  has  in  good  faith 
undertaken  reasonable  steps  to  avoid 
production  and  is,  nevertheless, 
compelled  to  produce  the  information 
or  be  held  in  contempt  of  court.  We  do 
not,  however,  agree  that  an  automatic 
exception  from  liability  for  respondents 
in  such  circumstances  is  appropriate  or 
necessary.  The  Secretary  will  examine 
each  situation  based  on  the  individual- 
circumstances  and  make  an  appropriate 
determination  about  whether  to  impose 
a  civil  money  penalty. 

Comment:  One  commenter  asked  that 
the  final  rule  state  that  inappropriate 


disclosures  to,  for  example,  the  media  or 
to  the  public,  would  result  in  civil 
money  penalties. 

Response:  Section  3.402(a)  of  the  final 
rule  provides  that  persons  who  disclose 
identifiable  patient  safety  work  product 
in  knowing  or  reckless  violation  of  the- 
confidentiality  provisions  are  subject  to 
civil  money  penalty  liability  for  such 
violations.  This  liability  would  include 
disclosures  to  the  media  or  public,  to 
the  extent  the  knowing  or  reckless 
standard  of  §  3.402(a)  is  met. 

Comment:  We  received  two  comments 
stating  that  the  maximum  penalty  of 
$10,000  for  a  single  violation  is 
insufficient  to  serve  as  a  deterrent 
against  impermissible  disclosures.  In 
contrast,  one^ommenter  expressed 
concern  that  the  maximum  penalty 
would  be  far  too  severe  for  some  small 
providers  and  in  cases  in  which  the 
impermissible  disclosure  was  incidental 
or  accidental. 

Response:  In  response  to  those 
cpmmenters  who  believe  the  penalty 
amount  is  not  high  enough,  the  $10,000 
maximum  penalty  for  each  act 
constituting  a  violation  is  prescribed  by 
the  statute  and  thus,  cannot  be 
increased  by  the  Secretary  in  this  rule. 
We  expect,  however,  that  there  will  be 
cases  where  multiple  related  acts  are  at 
issue  as  discrete  violations,  each  of 
which  could  result  in  separate  penalties 
up  to  $10,000.  The  preamble  to  the 
proposed  rule  indicated  that  the  Patient 
Safety  Act  provides  that  a  person  who 
violates  the  Patient  Safety  Act  shall  be 
subject  to  a  civil  money  penalty  of  “not 
more  than  $10,000”  for  each  act 
constituting  such  violation.  We  note 
that  pursuant  to  the  Federal  Civil 
Penalties  Inflation  Adjustment  Act  of. 
1990,  as  amended  by  the  Debt 
Collection  Improvement  Act  of  1996, 
the  Department  will  be  required  to 
adjust  this  civil  money  penalty  amount 
based  on  increases  in  the  consumer 
price  index  (CPI).  The  Department  has 
up  to  four  years  to  update  the  civil 
money  penalty  amount,  and  the 
adjustment  will  be  based  on  the  percent 
increa.se  in  the  CPI  from  the  time  the 
Patient  Safety  Act  was  enacted,  in 
accordance  with  the  cost-of-living 
adjustment  set  forth  at  the  Federal  Civil 
Penalties  Inflation  Adjustment  Act  of 
1990  §  5,  at  28  U.S.C.  2461  note. 
However,  the  first  adjustment  may  not 
exceed  ten  percent  of  the  penalty.  Thus, 
pursuant  to  this  statute,  the  $10,000 
maximum  penalty  will  be  adjusted 
upwards  periodically  to  account  for 
inflation. 

With  respect  to  those  commenters 
who  were  concerned  that  the  $10,000 
penalty  may  be  too  severe  in  certain 
circumstances,  we  emphasize  that  the 


$10,000  amount  is  a  maximum  penalty 
and  the  Secretary  has  discretion  to 
impose  penalties  that  are  less  than  that 
amount  or  can  elect  not  to  impose  a 
penalty  at  all  for  a  violation,  depending 
on  the  circumstances.  In  particular, 

§  3.404  provides  that  the  amount  of  any 
penalty  will  be  determined  using  the 
factors  at  §  3.408,  which  include  such 
factors  as  the  nature  and  circumstances 
of  the  violation,  the  degree  of 
culpability  of  the  respondent  including 
whether  the  violation  was  intentional, 
as  well  as  the  financial  condition  and 
size  of  the  respondent. 

Comment:  Several  commenters  asked 
for  clarification  regarding  the 
Secretary’s  authority  to  levy  separate 
fines  under  the  Patient  Safety  Act  and 
HIPAA.  Many  of  these  commenters 
argued  that  the  Secretary  should  be  able 
to  impose  penalties  under  both 
authorities  for  the  same  act  to  maximize 
the  enforcement  tools  at  his  disposal 
and  to  effectively  penalize  bad  behavior. 
In  contrast,  one  commenter  supported 
the  statutory  mandate  that  civil  money 
penalties  not  be  imposed  under  both  the 
Patient  Safety  Act  and  HIPAA  for  a 
single  violation.  One  commenter  asked 
for  clarification  as  to  how  civil  money 
penalties  may  be  imposed  under  both 
the  Patient  Safety  Act  and  HIPAA  when 
a  PSO  is  a  business  associate  of  a 
covered  entity  for  HIPAA  Privacy  Rule 
purposes. 

Response:  The  final  rule  at  §  3.418 
reflects  the  statutory  prohibition  against 
the  Secretary  imposing  civil  money 
penalties  under  both  the  Patient  Safety 
Act  and  HIPAA  for  a  single  act  that 
constitutes  a  violation.  As  the  preamble 
to  the  proposed  rule  explained. 

Congress  recognized  that,  because 
patient  .safety  work  product  includes 
individually  identifiable  health 
information  about  patients,  a  HIPAA 
covered  entity  making  a  disclosure  of 
patient  safety  work  product  could  be 
liable  for  a  violation  under  both  the 
Patient  Safety  Act  and  HIPAA,  and 
made  such  penalties  mutually 
exclusive.  Thus,  in  situations  in  which 
a  single  violation  could  qualify  as  both 
a  violation  of  the  Patient  Safety  Act  and 
HIPAA,  the  Secretary  has  discretion  to 
impose  a  civil  money  penalty  under 
either  regulatory  scheme,  not  both. 
However,  as  we  explained  in  the 
proposed  rule,  we  interpreted  the 
Patient  Safety  Act  as  only  prohibiting 
the  imposition  of  a  civil  money  penalty 
under  the  Patient  Safety  Act  when  there 
has  been  a  civil,  as  oppo.sed  to  criminal, 
penalty  imposed  under  HIPAA  for  the 
same  act.  Therefore,  a  person  could 
have  a  civil  money  penalty  imposed 
under  the  Patient  Safety  Act  as  well  as 
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a  criminal  penalty  under  HIPAA  for  the 
same  act. 

With  respect  to  the  commenter  who 
requested  clarification  about  penalties 
relating  to  a  PSO  that  is  a  business 
associate  of  a  HIPAA  covered  entity,  we 
note  that  it  is  possible  for  a  civil  money 
penalty  to  be  imposed  under  both  the 
Patient  Safety  Act  and  HIPAA,  where 
such  penalty  is  imposed  against 
different  entities.  Thus,  for  example, 
because  a  PSO  will  be  a  business 
associate  of  a  covered  entity  under 
HIPAA,  any  violation  involving  patient 
safety  work  product  that  contains 
protected  health  information  by  the  PSO 
will  be  a  violation  of  the  Patient  Safety 
Act  and  not  HIPAA,  since  the  PSO  is 
not  a  covered  entity.  However,  if  the 
PSO  notifies  the  covered  entity  of  the 
impermissible  disclosure  (as  required  by 
the  business  associate  contract  under 
HIPAA),  and  the  covered  entity  does  not 
take  the  appropriate  steps  to  mitigate 
and  address  the  consequences  of  the 
impermissible  disclosure  of  protected 
health  information,  the  covered  entity 
may  then  be  liable  for  a  penalty  under 
HIPAA. 

3.  Section  3.504 — Procedures  for 
Hearings 

Proposed  Rule:  Proposed  §  3.504 
provided  the  procedures  for  an 
administrative  hearing  to  contest  a  civil 
money  penalty.  The  proposed  section 
set  forth  the  authority  of  the  ALJ,  the 
rights  and  burdens  of  proof  of  the 
parties,  requirements  for  the  exchange 
of  information  and  pre-hearing,  hearing, 
and  post-hearing  processes.  This  section 
cross-referenced  the  relevant  provisions 
of  the  HIPAA  Enforcement  Rule 
extensively.  Specifically,  §§  3.504(b), 

(d) ,  (f)-(g),  (i)-(k),  (m),  (n),  (t),  (w)  and 
(x)  of  the  proposed  rule  incorporated 
unchanged  the  provisions  of  the  HIPAA 
Enforcement  Rule.  Sections  3.504(a),  (c), 

(e) ,  (h),  (1),  (o)-(s),  (u)  and  (v)  of  the 
proposed  rule  incorporated  the  HIPAA 
Enforcement  Rule  but  included 
technical  changes  to  adapt  these 
provisions  to  the  Patient  Safety  Act 
confidentiality  provisions.  These 
technical  changes  addressed  the 
following:  (1)  Proposed  §§  3.504(a)  and 
3'.504  (v)  excluded  language  from  45 
CFR  160.504(c)  and  160.548(e), 
respectively,  relating  to  an  affirmative 
defense  under  45  CFR  160.410(b)(1), 
which  is  a  defense  unique  to  HIPAA 
and  not  included  in  the  Patient  Safety 
Act;  (2)  proposed  §  3.504(c)  excluded 
the  provision  at  45  CFR  160.508(c)(5)  for 
remedied  violations  based  on  reasonable 
cause  to  be  insulated  from  liability  for 

a  civil  money  penalty  because  there  is 
no  such  requirement  under  the  Patient 
Safety  Act;  (3)  proposed  §  3.504(e) 


substituted  the  term  “identifiable 
patient  safety  work  product”  for 
“individually  identifiable  health 
information”;  (4)  proposed  §  3.504(h) 
excluded  the  language  in  45  CFR 
160.518(a)  relating  to  the  provision  of  a 
statistical  expert’s  report  not  less  than 
30  days  before  a  scheduled' hearing 
because  we  did  not  propose  language 
permitting  use  of  statistical  sampling  to 
estimate  the  number  of  violations;  (5) 
proposed  §  3.504(o)  substituted  “a 
confidentiality  provision”  for  “an 
administrative  simplification  provision” 
in  45  CFR  160.532;  (6)  proposed 
§  3.504(p)  substituted,  for  language  not 
relevant  to  the  Patient  Safety  Act  in  45 
CFR  160.534(b)(1),  new  language  stating 
that  the  respondent  has  the  burden  of 
going  forward  and  the  burden  of 
persuasion  with  respect  to  any 
challenge  to  the  amount  of  a  proposed 
civil  money  penalty,  including  any 
mitigating  factors  raised,  and  provided 
that  good  cause  shown  under  45  CFR 
160.534(c)  may  be  that  identifiable 
patient  safety  work  product  has  been 
introduced  into  evidence  or  is  expected 
to  be  introduced  into  evidence;  (7) 
proposed  §  3.504(s)  added  language  to 
provide  that  good  cause  for  making 
redactions  to  the  record  would  include 
the  presence  of  identifiable  patient 
safety  work  product;  and  (8)  proposed 
§§  3.504(1),  (q),  (r),  and  (u)  substituted 
citations  to  subpart  D  of  the  Patient 
Safety  rule,  as  appropriate. 

We  also  explained  in  the  proposed 
rule  that  we  intended  to  maintain  the 
alignment  between  these  provisions  and 
the  HIPAA  Enforcement  Rule  by 
incorporating  any  changes  to  the  HIPAA 
Enforcement  Rule  that  would  become 
final  based  on  the  Department’s  Notice 
of  Proposed  Rulemaking  entitled, 
“Revisions  to  Procedures  for  the 
Departmental  Appeals  Board  and  Other 
Departmental  Hearings”  (see  72  FR 
73708  (December  28,  2007)).  That 
Notice  of  Proposed  Rulemaking 
proposed  to  amend  the  HIPAA 
Enforcement  Rule  at  45  CFR  160.508(c) 
and  160.548,  and  add  a  new  provision 
at  160.554,  providing  that  the  Secretary 
may  review  all  ALJ  decisions  that  the 
Board  has  declined  to  review  and  all 
Board  decisions  for  error  in  applying 
statutes,  regulations,  or  interpretive 
policy.  As  of  the  publication  date  of  this 
final  rule,  however,  that  regulation  is 
not  final. 

Overview  of  Public  Comments:  We 
received  no  comments  opposed  to  these 
provisions. 

Final  Rule:  The  final  rule  adopts  the 
proposed  provisions,  except  renumbers 
them  into  individual  sections  and 
republishes  the  referenced  provisions  of 
the  HIPAA  Enforcement  Rule,  as 


modified  by  the  technical  changes 
described  above  to  adapt  the  provisions 
to  the  Patient  Safety  Act  confidentiality 
provisions.  The  final  rule  includes  the 
full  text  of  such  provisions  for 
convenience  of  the  reader. 

Also,  we  incorporate  one  additional 
technical  change  to  better  adapt  the 
language  to  this  rule’s  confidentiality 
provisions,  as  well  as  one  conforming 
change.  In  particular,  at  §  3.512(b)(ll),  ’ 
we  replace  the  term  “privacy  of’  with 
“confidentiality  of’  in  addition  to 
replacing  “individually  identifiable 
health  information”  with  “identifiable 
patient  safety  work  product.”  In 
addition,  at  §  3.504(b),  we  replace  the 
term  “90  days”  with  “60  days.”  We 
proposed  at  §  3.420(a)(6)  to  include  in  a 
notice  of  proposed  determination  a 
statement  that  a  respondent  must 
request  a  hearing  within  60  days  or  lose 
its  right  to  a  hearing  under  §  3.504. 
However,  we  inadvertently  omitted 
from  §  3.504  a  conforming  change  to  the 
language  incorporated  from  45  CFR 
160.504(b)  to  change  the  hearing  request 
deadline  from  90  days  to  60  days.  Thus, 
this  change  is  necessary  to  align  the  two 
provisions. 

Response  to  Other  Public  Comments 

Comment:  One  commenter  asked  that 
the  final  rule  clarify  the  involvement  of 
the  Departmental  Appeals  Board  during 
the  hearings  and  appeals  processes  as 
well  as  whether  the  Secretary  has 
authority  to  review  ALJ  decisions. 

Response:  Sections  3.504-3.552  of  the 
final  rule  incorporate  the  provisions  of 
the  HIPAA  Enforcement  Rule,  which  lay 
out  the  hearings  and  appeals  process. 
The  current  process  provides  that  any 
party,  including  the  Secretary,  may 
appeal  a  decision  of  the  ALJ  to  the 
Departmental  Appeals  Board,  as  well  as 
file  a  reconsideration  request  with  the 
Board  following  any  Board  decision. 
Unless  the  ALJ  decision  is  timely 
appealed,  such  decision  becomes  final 
and  binding  on  the  parties  60  days  from 
the  date  of  service  of  the  ALJ’s  decision. 

Comment:  One  commenter  asked  that 
the  final  rule  provide  no  restrictions  to 
full  judicial  review  for  appeals  and 
hearing  requests. 

Response:  Section  3.548(k)  provides 
respondents  the  right  to  petition  for 
judicial  review  of  the  final  decision  of 
the  Secretary  once  all  administrative 
appeals  have  been  exhausted,  that  is, 
once  the  Departmental  Appeals  Board 
has  rendered  a  decision  on  appeal  or 
reconsideration  that  has  become  the 
final  decision  of  the  Secretary,  as 
appropriate. 

Comment:  One  commenter  suggested 
that  any  time  patient  safety  work 
product  could  be  disclosed  in  an  ALJ 
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proceeding,  the  proceeding  should  be 
closed  to  the  public. 

Response:  The  final  rule  at  §  3.534(c) 
expressly  provides  that  the  ALJ  may 
close  a  proceeding  to  the  public  for  good 
cause  shown,  which  may  include  the 
potential  for  patient  safety  work  product 
to  be  introduced  as  evidence  in  the 
proceeding.  VVe  do  not  see  a  need  to 
require  that  proceedings  be  closed 
under  such  circumstances  but  rather 
will  continue  to  rely  on  the  experienced 
discretion  of  the  ALJ  in  determining 
such  matters. 

IV.  Impact  Statement  and  Other 
Required  Analyses 

Regulatory  Impact  Analysis 

AHRQ  has  previously  analyzed  the 
potential  economic  impact  of  this  rule 
as  part  of  its  February  2008  Notice  of 
Proposed  Rulemaking  (proposed  rule)  as 
required  by  Executive  Order  12866 
(September  1993,  Regulatory  Planning 
and  Review),  the  Regulatory  Flexibility 
Act  (RFA)  (September  16,  1980,  Pub.  L. 
96-354),  section  1102(b)  of  the  Social 
Security  Act,  the  Unfunded  Mandates 
Reform  Act  of  1995  (Pub.  L.  104-4),  and 
Executive  Order  13132.  This  analysis 
can  be  found  on  pages  8164  to  8171  of 
the  proposed  rule,  which  was  published 
in  the  Federal  Register  on  February  12, 
2008. 

Executive  Order  12866  (as  amended 
by  Executive  Order  13258,  February 
2002,  and  Executive  Order  13422, 
January  2007),  directs  agencies  to  assess 
all  costs  and  benefits  of  available 
regulatory  alternatives  and,  if  regulation 
is  necessary,  to  select  regulatory 
approaches  that  maximize  net  benefits 
(including  potential  economic, 


environmental,  public  health  and  safety 
effects,  distributive  impacts,  and 
equity).  A  regulatory  impact  analysis 
(RIA)  must  be  prepared  for  major  rules 
with  economically  significant  effects 
($100  million  or  more  in  any  1  year). 
Although  we  cannot  determine  the 
specific  economic  impact  of  this  final 
rule,  we  believe  that  the  economic 
impact  may  approach  $100  million. 

HHS  has  determined  that  the  rule  is 
“significant”  because  it  raises  novel 
legal  and  policy  issues  with  the 
establishment  of  a  new  regulatory 
framework,  authorized  by  the  Patient 
Safety  Act,  and  imposes  requirements, 
albeit  voluntary,  on  entities  that  had  not 
been  subject  to  regulation  in  this  area. 

In  preparing  the  regulatory  impact 
analysis  for  inclusion  in  the  proposed 
rule,  AHRQ  did  not  develop  an 
alternative  to  the  statutorily  authorized 
voluntary  fi'amework.  In  light  of  the 
approach  taken  in  the  proposed  rule, 
alternatives  would  have  been  mandatory 
or  more  proscriptive  as  well  as 
inconsistent  with  statutory  intent.  The 
proposed  rule  established  a  system  in 
which  entities  would  voluntarily  seek 
designation  (or  “listing”)  by  the 
Secretary  as  a  Patient  Safety 
Organization  (PSO),  most  PSO 
requirements  would  be  met  by 
attestation  and  overall  compliance 
assessed  by  spot-checks  rather  than 
document  submission  or  routine  audits, 
and  the  Department  would  look  to  the 
marketplace  to  assess  the  quality  and 
value  of  each  PSO.  PSOs  will  not  be 
Federally  funded  nor  directed;  their 
funding  and  activities  will  be 
determined  by  health  care  providers 
who  seek  their  expert  assistance  in 


identifying  the  underlying  causes  of, 
and  the  best  strategies  for  reducing  or 
eliminating,  medical  errors.  The 
proposed  rule  provided  a  foundation  of 
confidentiality  and  privilege  protections 
for  information  developed  and 
exchanged  when  health  care  providers 
voluntarily  choose  to  work  with  a  PSO. 
We  proposed  that  health  care  providers 
could  receive  the  confidentiality  and 
privilege  protections  of  the  statute  by 
reporting  information  to  a  PSO 
occasionally,  without  entering  contracts 
or  incurring  significant  costs.  Other 
health  care  providers  could  develop 
more  costly  internal  systems  that  would 
serve  as  the  hub  of  the  provider’s 
interactions  with  a  PSO  with  which  the 
provider  had  a  contractual  relationship; 
such  structured,  documented  internal 
systems  with  dedicated  personnel 
would  be  more  costly.  To  create  an 
“upper  bound”  on  the  analyses  in  the 
proposed  rule,  we  assumed  that  all 
providers  that  would  choose  to  work 
with  PSOs  would  follow  this  more 
costly  approach.  It  should  be  noted  that 
most  hospital  providers  already  have 
patient  safety  reporting  activities  in 
place  (98%  according  to  a  2006  AHRQ 
survey).  While  documenting  these 
activities  and,  it  is  hoped,  expanding 
them  through  participation  with  a  PSO 
will  result  in  increased  costs,  that 
increase  will  be  marginal,  not  complete, 
in  the  hospital  community. 

A  summary  of  the  AHRQ  analysis  of 
costs  and  benefits  of  Patient  Safety  Act 
costs  and  benefits  from  the  proposed 
rule  follows  below.  For  a  full  discussion 
of  the  assumptions  underlying  these 
estimates,  please  refer  to  tbe  proposed 
rule. 


Table  3-^Total  Patient  Safety  Act  Costs  Including  Hospital  Costs  and  PSO  Costs:  2009-2013 


Hospital  Penetration  Rate 

Hospital  Cost . 

PSO  Cost . 

Total  cost  . 


Year 


2009 

2010 

2011  i 

2012 

_ 

10% 

40% 

I _ _ I 

60% 

!  75% 

$7.5  M 

$30.0  M 

$45.0  M 

$56.2  M 

$61.4  M 

$92.1  M  j 

$122.8  M 

$122.8  M  1 

$68.9  M 

$122.1  M  1 

$167.8  M 

$179.0  M  1 

Source:  Notice  of  Proposed  Rulemaking  published  in  the  Federal  Register  on  February  12,  2008: 73  FR  81 12-8183. 


2013 


85‘ 

$63.7  M 
$122.8  M 


$186.5  M 


Costs  for  PSO  implementation  were 
calculated  by  considering  two 
components:  Costs  incurred  by  hospitals 
in  engaging  in  PSO  activities  and  costs 
of  PSOs  themselves.  It  was  assumed  that 
in  early  years  of  PSO  operation,  the 
hospital  would  be  the  primary  site  of 
PSC3-related  activity.  Hospital  costs 
were  assumed  to  be  incremental,  given 
that  a  previously-completed  survey 
funded  by  AHRQ  revealed  that  98%  of 


U.S.  hospitals  already  have  adverse 
event  reporting  systems,  and  virtually 
all  hospitals  have  a  safety/quality 
function.  We  assumed  that  PSOs  would 
be  staffed  modestly,  relying  on  existing 
hospital  activities  in  reporting  adverse 
events,  and  that  a  significant  proportion 
of  PSOs  are  likely  to  be  component 
PSOs,  with  support  and  expertise 
provided  by  a  parent  organization.  Our 
assumptions  were  that  PSOs  will  hire 


dedicated  staff  of  1.5  to  4  FTEs, 
assuming  an  average  salary  rate  of  $67/ 
hour.  We  also  estimated  that  a 
significant  overhead  figure  of  100%, 
coupled  with  20%  for  General  and 
Administrative  (G&A)  expenses,  will 
cover  the  appreciable  costs  anticipated 
for  legal,  security,  travel,  and 
miscellaneous  PSO  expenses. 
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Provider — PSO  Costs  and  Charges 

We  have  not  figured  into  our 
calculations  any  estimates  for  the  price 
of  PSO  services,  amounts  paid  by 


hospitals  and  other  health  care 
providers  to  PSOs,  PSO  revenues,  or 
PSO  break-even  analyses.  We  have  not 
speculated  about  subsidies  or  business 
models.  Regardless  of  what  the  costs 


and  charges  are  between  providers  and 
PSOs,  they  will  cancel  each  other  out, 
as  expenses  to  providers  will  become 
revenue  to  PSOs. 


Table  4— Total  Estimated  Cost  Savings  by  Percent  Reduction  in  Adverse  Events;  2009-2013* 


Year 

« 

2009 

2010 

2011 

2012 

2013 

Hospital  Penetration  Rate . 

Percent  Reduction  in  Adverse  Events . 

Savings  . 

10% 
1% 
$11.5  M 

40% 
1.5% 
$69  M 

60% 
2% 
$138  M 

75% 
2.5% 
$215,625  M 

85% 

3% 

$293.25  M 

*  Source:  Baseline  figures  from  lOM  Report,  To  Err  Is  Human,  on  total  national  health  care  costs  associated  with  preventable  adverse  events 
(between  8.5  billion  and  14.5  billion).  Year  1  estimates  are  based  on  mid-point  figures. 


Table  5— Net  Benefits:  2009-2013 


Year 

2009 

2010 

2011 

2012 

2013 

Total  Benefits  . 

3  Total  Costs . 

Net  Benefits  . 

I  Discounted  net  present  value  at  3%  . 

1  Discounted  net  present  value  at  7%  . 

$11.5  M 
$68.9  M 
($57.4)  M 
($55.7)  M 
($53.6)  M 

$69  M 
$122.1  M 
($53.1)  M 
($50.0)  M 
($46.4)  M 

$138  M 
$167.8  M 
($29.8)  M 
($27.3)  M 
($24.3)  M 

$215,625  M 
$179.0  M 
$36,625  M 
$32.5  M 
$27.9  M 

$293.25  M 
$186.5  M 
$106.75  M 
$92.1  M 
$76.1  M 

The  final  rule  includes  several 
modifications  that  could  alter  the  actual 
economic  impact  of  the  Patient  Safety 
Act,  but  AHRQ  concludes  that  these 
changes  will  not  exceed  the  “upper 
bound”  established  in  our  previous 
analysis,  and  we  anticipate  that  the 
actual  economic  impact  may  be  less. 
Several  changes  incorporated  in  the 
final  rule  are  likely  to  lower  the  costs  of 
implementation.  For  example,  the  final 
rule  has  removed  a  requirement  that 
PSOs  that  are  components  of  other 
existing  organizations  must  maintain 
separate  information  systems  and,  for  all 
but  a  small  category  of  component 
PSOs,  we  have  removed  restrictions  on 
the  use  of  shared  staff.  As  we  noted  in 
our  economic  analysis,  we  expect  the 
most  common  type  of  PSO  to  be  ones 
that  are  established  by  one  or  more 
existing  organizations.  As  commenters 
pointed  out,  personnel  costs  are  likely 
to  be  the  most  significant  cost  facing  a 
PSO,  and  the  ability  to  share  personnel 
means  that  skilled  personnel  are 
available  at  significantly  less  cost,  and 
in  some  cases  at  no  cost,  than  the  PSO 
would  pay  to  hire  or  externally  contract 
for  personnel.  Similarly,  the  costs  and 
administrative  burdens  associated  with 
the  development  and  maintenance  were 
a  major  focus  of  commenters.  These  two 
changes  are  likely  to  have  the  greatest 
impact  on  reducing  costs  for  PSOs. 

There  are  two  changes  in  the  final 
rule  that  might  increase  costs  slightly 
but  selectively.  The  final  rule  parallels 
a  HIPAA  Privacy  Rule  requirement  that 


business  associates  of  covered  entities 
must  notify  the  covered  entity  if  any  of 
its  protected  health  information  has 
been  inappropriately  disclosed  or  its 
security  breached.  The  final  rule 
requires  PSOs  to  notify  the  providers 
that  submitted  patient  safety  work 
product  to  the  PSO  if  the  work  product 
it  submitted  has  been  disclosed  or  its 
security  breached.  As  we  noted  in  the 
proposed  rule,  the  vast  majority  of 
providers  reporting  data  will  be  covered 
entities  under  HIPAA  and  will  need  to 
include  such  notification  requirements 
in  the  business  associate  agreements 
they  will  enter  with  PSOs.  In  addition, 
the  HIPAA  requirement  is  likely  to 
apply  in  many  disclosure  or  security 
breach  situations  because  most  work 
product  is  expected  to  contain  protected 
health  information.  Nevertheless,  this 
requirement  may  increase  costs  to  the 
extent  that  PSOs  receive  work  product 
from  non-covered  entities,  although 
these  potential  increased  costs  will  be 
dependent  upon  the  vigilance  with 
which  the  providers  and  PSOs  meet 
their  confidentiality  and  security 
requirements. 

With  respect  to  health  care  providers, 
the  final  rule  does  not  impose 
requirements.  The  final  rule  does  afford 
increased  flexibility  and  protections  to 
providers  that  voluntarily  choose  to 
both  establish  and  document  a  more 
structured  process  for  working  with  a 
PSO,  i.e.,  what  the  rule  terms  a  patient 
safety  evaluation  system,  and  document 
the  flow  of  information  into  and  out  of 


the  patient  safety  evaluation  system.  For 
providers  who  choose  this  option,  the 
information  they  assemble  and  develop 
within  their  patient  safety  evaluation 
system  will  be  accorded  privilege  and 
confidentiality,  contingent  upon  the" 
information  ultimately  being  reported  to 
a  PSO,  from  the  outset.  To  the  extent 
that  this  encourages  providers,  who 
would  not  otherwise  have  done  so,  to 
establish  a  structured,  documented 
patient  safety  evaluation  system,  there 
would  be  an  increase  in  costs.  As  noted 
above,  this  should  not  significantly 
affect  our  previous  analysis  since  we 
assumed  all  providers  working  with  a 
PSO  would  have  established  a 
documented  patient  safety  evaluation 
system. 

Taking  advantage  of  this  option  will 
also  enable  health  care  providers  with 
integrated  health  information 
technology  systems  to  avoid  the 
requirement  in  the  proposed  rule  that 
they  maintain  the  assembly  and 
development  of  patient  safety  work 
product  separately  from  their  routine 
data  collection  activities,  which  would 
have  required  a  number  of  providers  to 
establish  dual  information  systems. 
While  we  expect  that  the  costs  of 
developing  dual  information  collection 
systems  would  exceed  the  costs  of 
developing  and  maintaining  a 
structured,  documented  patient  safety 
evaluation  system,  we  do  not  estimate 
any  savings  because  we  cannot  be  clear 
how  many  providers  would  have 
incurred  the  dual  health  information 
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technology  systems  costs  or  would  have 
simply  chosen  to  forego  participation. 

After  considering  the  impact  of  the 
increased  flexibility  in  the  final  rule  for 
PSOs  and  health  care  providers,  we  now 
expect  the  implementation  costs  will  be 
lower  than  those  in  pur  previous 
analysis. 

Final  Regulatory  Flexibility  Analysis 

Since  formation  of  a  PSO  is  voluntary, 
formation  is  not  likely  to  occur  unless 
the  organization  believes  it  is  an 
economically  viable  endeavor. 
Furthermore,  PSOs  are  not  likely  to 
undertake  tasks  that  will  provide 
insufficient  payment  to  cover  their 
costs.  Therefore,  the  Secretary  certifies 
that  the  regulation  will  not  impose  a 
significant  economic  burden  on  a 
substantial  number  of  small  entities. 

Unfunded  Mandates  Reform  Act 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  requires  that  a 
covered  agency  prepare  a  budgetary 
impact  statement  before  promulgating  a 
rule  that  includes  any  Federal  mandate 
that  may  result  in  the  expenditure  by 
State,  local,  and  Tribal  governments,  in 
the  aggregate,  or  by  the  private  sector,  of 
$100  million  or  more  in  any  one  year. 
The  Department  has  determined  that 
this  final  rule  will  not  impose  a 
mandate  that  will  result  in  the 
expenditure  by  State,  Local,  and  Tribal 
governments,  in  the  aggregate,  or  by  the 
private  sector,  of  more  than  $100 
million  in  any  one  year. 

Paperwork  Reduction  Act 

This  final  rule  adding  a  new  Part  3  to 
volume  42  of  the  Code  of  Federal 
Regulations  contains  information 
collection  requirements.  This  summary 
includes  the  estimated  costs  and 
assumptions  for  the  paperwork 
requirements  related  to  the  final  rule. 

With  respect  to  §  3.102  concerning  the 
submission  of  certifications  for  initial 
and  continued  listing  as  a  PSO,  and  of 
updated  information,  all  such 
information  would  be  submitted  on  the 
“Patient  Safety  Organization: 
Certification  for  Initial  Listing”  form.  To 
maintain  its  listing,  a  PSO  must  also 
submit  a  brief  attestation,  once  every  24- 
month  period  after  its  initial  date  of 
listing,  submitted  on  the  “Attestation 
Regarding  the  Two  Bona  Fide  Contracts 
Requirement”  form,  stating  that  it  has 
entered  contracts  with  two  providers. 

We  estimate  that  the  final  rule  will 
create  an  average  burden  of  30  minutes 
annually  for  each  entity  that  seeks  to 
become  a  PSO  to  complete  the  necessary 
certification  forms.  Table  1  summarizes 
burden  hours. 


Table  1— Total  Burden  Hours 
Related  to  Certification  Forms 

[Summary  of  all  burden  hours,  by  provision, 
for  PSOs] 


Provision 

Annualized 
burden  hours 

3.112  . 

30  minutes. 

Under  5  CFR  1320.3(c),  a  covered 
collection  of  information  includes  the 
requirement  by  an  agency  of  a 
disclosure  of  information  to  third 
parties  by  means  of  identical  reporting, 
recordkeeping,  or  disclosure 
requirements,  imposed  on  ten  or  more 
persons.  The  final  rule  reflects  the 
previously  established  reporting 
requirements  for  breach  of 
confidentiality  applicable  to  business 
associates  under  HIP AA  regulations 
requiring  contracts  to  contain  a 
provision  requiring  the  business 
associate  (in  this  case,  the  PSO)  to  notify 
providers  of  breaches  of  their 
identifiable  patient  data’s 
confidentiality  or  security.  Accordingly, 
this  reporting  requirement  referenced  in 
the  fegulation  previously  met 
Paperwork  Reduction  Act  review 
requirements. 

The  final  rule  requires  in  §  3.108(c) 
that  a  PSO  notify  the  Secretary  if  it 
intends  to  relinquish  voluntarily  its 
status  as  a  PSO.  The  entity  is  required 
to  notify  the  Secretary  that  it  has,  or  will 
soon,  alert  providers  and  other 
organizations  fi'om  which  it  has 
received  patient  safety  work  product  or 
data  of  its  intention  and  provide  for  the 
appropriate  disposition  of  the  data  in 
consultation  with  each  source  of  patient 
safety  work  product  or  data  held  by  the 
entity.  In  addition,  the  entity  is  asked  to 
provide  the  Secretary  with  current 
contact  information  for  further 
communication  from  the  Secretary  as 
the  entity  ceases  operations.  The 
reporting  aspect  of  this  requirement  is 
essentially  an  attestation  that  is 
equivalent  to  the  requirements  for 
listing,  continued  listing,  and  meeting 
the  minimum  contracts  requirement. 
This  minimal  data  requirement  would 
come  within  5  CFR  1320.3(h)(1)  which 
provides  an  exception  from  PRA 
requirements  for  affirmations, 
certifications,  or  acknowledgments  as 
long  as  they  entail  no  burden  other  than 
that  necessary  to  identify  the 
respondent,  the  date,  the  respondent’s 
address,  and  the  nature  of  the 
instrument.  In  this  case,  the  nature  of 
the  instrument  is  an  attestation  that  the 
PSO  is  working  with  its  providers  for 
the  orderly  cessation  of  activities.  The 
following  other  collections  of 
information  that  are  required  by  the 


final  regulation  under  §  3.108  are  also 
exempt  from  PRA  requirements 
pursuant  to  an  exception  in  5  CFR 
1320.4  for  information  gathered  as  part 
of  administrative  investigations  and 
actions  regarding  specific  parties: 
information  supplied  in  response  to 
preliminary  agency  determinations  of 
PSO  deficiencies  or  in  response  to 
proposed  revocation  and  delisting,  e.g., 
information  providing  the  agency  with 
correct  facts,  reporting  corrective 
actions  taken,  or  appealing  proposed 
agency  revocation  decisions. 

AHRQ  and  OCR  published  in  the 
Federal  Register  their  proposed 
information  collection  forms  on 
February  20,  2008.  Following  the  first, 
60-day  comment  period,  the  forms  were 
again  published  in  the  Federal  Register 
on  April  21,  2008,  to  begin  the  second, 
30-day  comment  period.  The  forms  were 
not  changed  following  the  first  comment 
period,  and  they  and  the  one  comment 
received  were  sent  to  OMB,  which 
received  them  on  April  25,  2008.  Minor 
changes  to  the  proposed  forms  will  be 
necessary  to  align  them  with  the  final 
rule.  AHRQ  and  OCR  will  work  with 
OMB  to  ensure  that  the  forms  needed  to 
implement  the  Patient  Safety  Act 
conform  to  the  requirements  of  the  final 
rule. 

Federalism 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a  final 
rule  that  imposes  substantial  direct 
requirement  costs  on  state  and  local 
governments,  preempts  State  law,  or 
otherwise  has  Federalism  implications. 
The  Patient  Safety  Act  upon  which  the 
final  regulation  is  based  makes  patient 
safety  work  product  confidential  and 
privileged.  To  the  extent  this  is 
inconsistent  with  any  state  law, 
including  court  decisions,  the  Federal 
statute  preempts  such  state  law  or  court 
order.  The  final  rule  will  not  have  any 
greater  preemptive  effect  on  state  or 
local  governments  than  that  imposed  by 
the  statute.  While  the  Patient  Safety  Act 
does  establish  new  Federal 
confidentiality  and  privilege  protections 
for  certain  information,  these 
protections  only  apply  when  health  care 
providers  work  with  PSOs  and  new 
processes,  such  as  patient  safety 
evaluation  systems,  that  do  not 
currently  exist.  These  Federal  data 
protections  provide  a  mechanism  for 
protection  of  sensitive  information  that 
could  improve  the  quality,  safety,  and 
outcomes  of  health  care  by  fostering  a 
non-threatening  environment  in  which 
information  about  adverse  medical 
events  and  near  misses  can  be 
discussed.  It  is  hoped  that  confidential 
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analysis  of  patient  safety  events  will 
reduce  the  occurrence  of  adverse 
medical  events  and,  thereby,  reduce  the 
costs  arising  from  such  events, 
including  costs  incurred  by  state  and 
local  governments  attributable  to  such 
events.  In  addition,  the  Patient  Safety 
Act  and  the  final  rule  do  not  relieve 
health  care  providers  of  their 
responsibilities  to  comply  with  state 
reporting  requirements. 

AHRQ,  in  conjunction  with  OCR,  held 
three  public  listening  sessions  prior  to 
drafting  the  proposed  rule. 
Representatives  of  several  states 
participated  in  these  sessions.  In 
particular,  states  that  had  begun  to 
collect  and  analyze  patient  safety  event 
information  spoke  about  their  related 
experiences  and  plans.  Following 
publication  of  the  proposed  rule,  AHRQ 
consulted  with  state  officials  and 
organizations  to  review  the  scope  of  the 
proposed  rule  and  to  specifically  seek 
input  on  federalism  issues  and  a 
proposal  in  the  rule  at  proposed 
§  3.102(a)(2)  that  would  limit  the  ability 


of  public  or  private  sector  regulatory 
entities  to  seek  listing  as  a  PSO.  AHRQ 
received  no  expressions  of  concerns 
regarding  the  Federalism  aspects  of  the 
proposed  rule  although  several  State 
health  departments  and  commissions 
submitted  written  comments  regarding 
the  PSO  eligibility  criteria  in  the 
proposed  rule. 

OMB  Accounting  Statement 

The  table  below  summarizes  the 
estimated  costs  and  benefits  of 
implementing  the  Patient  Safety  and 
Quality  Improvement  Act  for  the  next 
five  years,  beginning  with  January  1, 
2009,  by  which  time  it  is  expected  that 
the  rule  will  be  effective. 

The  figures  in  the  table  are  derived 
from  the  regulatory  impact  analyses 
outlined  above  and,  more  completely,  in 
the  February  12,  2008  NPRM  published 
in  the  Federal  Register,  on  pages  8164 
to  8171.  As  in  the  previous  analyses,  the 
range  of  benefits  derives  directly  from 
the  range  of  potentially-avoidable 
incidents  cited  (estimated)  in  lOM 


Report,  To  Err  Is  Human.  The  range  of 
costs  is  the  same  as  was  included  in  the 
NPRM,  where  minimum  and  maximum 
estimates  were  calculated  as  10%  above 
and  10%  below  the  Agency’s  primary 
estimate  of  costs. 

All  figures  are  calculated  at  two 
discount  rates,  7%  and  3%,  and  dollars 
are  held  constant  at  the  2008  level.  The 
discount  rates,  3%  or  7%,  represent  two 
rates  of  return  that  might  be  expected 
from  government  investments.  The 
purpose  is  to  project  the  expected  future 
costs  and  benefits  in  today’s  dollars. 
(Future  dollars  will  be  worth  less  than 
today’s  dollars,  barring  appropriate 
•investments.)  Figures  are  annualized, 
that  is  average-per-year  over  the  five 
years.  The  discount  rates,  3%  or  7%, 
'represent  two  rates  of  return  that  might 
be  expected  from  government 
investments.  The  purpose  is  to  project 
the  expected  future  costs  and  benefits  in 
today’s  dollars.  (Future  dollars  will  be 
worth  less  than  today’s  dollars,  barring 
appropriate  investments.) 


OMB  #; 


Agency/Program  Office:  AHRO 


Rule  Title:  Patient  Safety  and  Quality  Improvement  Act 


RIN  #: 

Date:  8/25/2008 

CATEGORY 

Primary 

Minimum 

Maximum 

Source  citation 

estimate 

estimate 

estimate 

(RIA,  preamble. 

(millions) 

(millions)  , 

(millions) 

etc.) 

BENEFITS  . .-.ir. . . . 

$145.5 

$107.5 

$183.4 

AHRQ  Analysis. 

Annuellized  discounted  (5  years): 

1 

@  7% . . 

111.5 

82.4 

140.5 

@  3% . ; 

129.4 

95.7 

163.2 

COSTS . . . 

144.9 

130.4 

159.3 

AHRQ  Analysis. 

Annualized  discounted  (5  years): 

@7% . 

115.5 

104.0 

127.1 

@  3% . 

131.1 

118.0 

144.2 

Transfers . . 

N/A 

Effects  on  small  businesses  . . . 

N/A 

Effects  on  States  and  tribes  . 

N/A 

List  of  Subjects  in  42  CFR  Part  3 

Administrative  practice  and 
procedure.  Civil  money  penalty. 
Confidentiality,  Conflict  of  interests. 
Courts,  Freedom  of  information.  Health, 
Health  care.  Health  facilities,  Health 
insurance.  Health  professions.  Health 
records.  Hospitals,  Investigations,  Law 
enforcement.  Medical  research. 
Organization  and  functions.  Patient, 
Patient  safety,  Privacy,  Privilege,  Public 
health.  Reporting  and  recordkeeping 
requirements.  Safety,  State  and  local 
governments.  Technical  assistance. 

■  For  the  reasons  stated  in  the  preamble, 
the  Department  of  Health  and  Human 
Services  amends  Title  42  of  the  Code  of 


Federal  Regulations  by  adding  a  new 
part  3  to  read  as  follows: 

PART  3— PATIENT  SAFETY 
ORGANIZATIONS  AND  PATIENT 
SAFETY  WORK  PRODUCT 

Subpart  A — General  Provisions 

Sec. 

3.10  Purpose. 

3,20  Definitions. 

Subpart  B — PSO  Requirements  and  Agency 
Procedures 

3.102  Process  and  requirements  for  initial 
and  continued  listing  of  PSOs. 

3.104  Secretarial  actions. 

3.106  Security  requirements. 


3.108  Correction  of  deficiencies,  revocation, 
and  voluntary  relinquishment. 

3.110  Assessment  of  PSO  compliance. 

3.112  Submissions  and  forms. 

Subpart  C — CoQfidentiality  and  Privilege 

Protections  of  Patient  Safety  Work  Product 

3.204  Privilege  of  patient  safety  work 
product. 

3.206  Confidentiality  of  patient  safety  work 
product. 

3.208  Continued  protection  of  patient  safety 
work  product. 

3.210  Required  disclosure  of  patient  safety 
work  product  to  the  Secretary. 

3.212  Nonidentification  of  patient  safety 
work  product. 

Subpart  D — Enforcement  Program 

3.304  Principles  for  achieving  compliance. 
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3.306  Complaints  to  the  Secretary. 

3.308  Compliance  reviews. 

3.310  Responsibilities  of  respondents. 

3.312  Secretarial  action  regarding 

complaints  and  compliance  reviews. 
3.314  Investigational  subpoenas  and 
inquiries. 

3.402  .  Basis  for  a  civil  money  penalty. 

3.404  Amount  of  a  civil  money  penalty. 
3.408  Factors  considered  in  determining  the 
amount  of  a  civil  money  penalty. 

3.414  Limitations. 

3.416  Authority  to  settle. 

3.418  Exclusivity  of  penalty. 

3.420  Notice  of  proposed  determination. 
3.422  Failure  to  request  a  hearing. 

3.424  Collection  of  penalty. 

3.426  Notification  of  the  public  and  other 
agencies. 

3.504  Hearings  before  an  ALJ. 

3.506  Rights  of  the  parties. 

3.508  Authority  of  the  ALJ. 

3.510  Ex  parte  contacts. 

3.512  Prehearing  conferences. 

3.514  Authority  to  settle. 

3.516  Discovery. 

3.518  Exchange  of  witness  lists,  witness 
statements,  and  exhibits. 

3.520  Subpoenas  for  attendance  at  hearing. 
3.522  Fees. 

3.524  Form,  filing,  and  service  of  papers. 
3.526  Computation  of  time. 

3.528  Motions. 

3.530  Sanctions. 

3.532  Collateral  estoppel. 

3.534  The  hearing. 

3.538  Witnesses. 

3.540  Evidence. 

3.542  The  record. 

3.544.  Post  hearing  briefs. 

3.546  ALJ’s  decision. 

3.548  Appeal  of  the  ALJ’s  decision. 

3.550  Stay  of  the  Secretary’s  decision. 

3.552  Harmless  error. 

Authority:  42  U.S.C.  216,  299b-21  through 
299b-26:  42  U.S.C.  299c-6. 

Subpart  A — General  Provisions 

§3.10  Purpose. 

The  purpose  of  this  Part  is  to 
implement  the  Patient  Safety  and 
Quality  Improvement  Act  of  2005  (Pub. 
L.  109—41),  which  amended  Title  IX  of 
the  Public  Health  Service  Act  (42  U.S.C. 
299  et  seq.)  by  adding  sections  921 
through  926,  42  U.S.C.  299b-21  through 
299b-26. 

§3.20  Definitions. 

As  used  in  this  Part,  the  terms  listed 
alphabetically  below  have  the  meanings 
set  forth  as  follows: 

Affiliated  provider  means,  with 
respect  to  a  provider,  a  legally  separate 
provider  that  is  the  parent  organization 
of  the  provider,  is  under  common 
ownership,  management,  or  control 
with  the  provider,  or  is  owned, 
managed,  or  controlled  by  the  provider. 

AHRQ  stands  for  the  Agency  for 
Healthcare  Research  and  Quality  in 
HHS. 


ALJ  stands  for  an  Administrative  Law 
Judge  of  HHS. 

Board  means  the  members  of  the  HHS 
Departmental  Appeals  Board,  in  the 
Office  of  the  Secretary,  which  issues 
decisions  in  panels  of  three. 

Bona  fide  contract  means: 

(1)  A  written  contract  between  a 
provider  and  a  PSO  that  is  executed  in 
good  faith  by  officials  authorized  to 
execute  such  contract;  or 

(2)  A  written  agreement  (such  as  a 
memorandum  of  understanding  or 
equivalent  recording  of  mutual 
commitments)  betw’een  a  FederaL  State, 
local,  or  Tribal  provider  and  a  Federal, 
State,  local,  or  Tribal  PSO  that  is 
executed  in  good  faith  by  officials 
authorized  to  execute  such  agreement. 

Complainant  means  a  person  who 
files  a  complaint  with  the  Secretary 
pursuant  to  §  3.306. 

Component  organization  means  an 
entity  that: 

(1)  Is  a  unit  or  division  of  a  legal 
entity  (including  a  corporation, 
partnership,  or  a  Federal,  State,  local  or 
Tribal  agency  or  organization);  or 

(2)  Is  owned,  managed,  or  controlled 
by  one  or  more  legally  separate  parent 
organizations. 

Component  PSO  means  a  PSO  listed 
by  the  Secretary  that  is  a  component 
organization. 

Confidentiality  provisions  means  for 
purposes  of  Subparts  C  and  D,  any 
requirement  or  prohibition  concerning 
confidentiality  established  by  sections 
921  and  922(b)-(d),  (g)  and  (i)  of  the 
Public  Health  Service  Act,  42  U.S.C. 
299b-21,  299b-22(b)-(d),  (g)  and  (i)  and 
the  provisions,  at  §§  3.206  and  3.208, 
that  implement  the  statutory  prohibition 
on  disclosure  of  identifiable  patient 
safety  work  product. 

Disclosure  means  the  release;  transfer, 
provision  of  access  to,  or  divulging  in 
any  other  manner  of  patient  safety  work 
product  by: 

(1)  An  entity  or  natural  person 
holding  the  patient  safety  work  product 
to  another  legally  separate  entity  or 
natural  person,  other  than  a  workforce 
member  of,  or  a  health  care  provider 
holding  privileges  with,  the  entity 
holding  the  patient  safety  work  product; 
or 

(2)  A  component  PSO  to  another 
entity  or  natural  person  outside  the 
component  PSO  and  within  the  legal 
entity  of  which  the  component  PSO  is 
a  part. 

Entity  means  any  organization  or 
organizational  unit,  regardless  of 
whether  the  organization  is  public, 
private,  for-profit,  or  not-for-profit. 

Group  health  plan  means  an 
employee  welfare  benefit  plan  (as 
defined  in  section  3(1)  of  the  Employee 


Retirement  Income  Security  Act  of  1974 
(ERISA))  to  the  extent  that  the  plan 
provides  medical  care  (as  defined  in 
paragraph  (2)  of  section  2791(a)  of  the 
Public  Health  Service  Act,  including 
items  and  services  paid  for  as  medical 
care)  to  employees  or  their  dependents 
(as  defined  under  the  terms  of  the  plan) 
directly  or  through  insurance, 
reimbursement,  or  otherwise. 

Health  insurance  issuer  means  an 
insurance  company,  insurance  service, 
or  insurance  organization  (including  a 
health  maintenance  organization,  as 
defined  in  42  U.S.C.  300gg-91  (b)(3)) 
which  is  licensed  to  engage  in  the 
business  of  insurance  in  a  State  and 
which  is  subject  to  State  law  which 
regulates  insurance  (within  the  meaning 
of  29  U.S.C.  1144(b)(2)).  This  term  does 
not  include  a  group  health  plan. 

Health  maintenance  organization 
means: 

(1)  A  Federally  qualified  health 
maintenance  organization  (HMO)  (as 
defined  in  42  U.S.C.  300e(a)); 

(2)  An  organization  recognized  under 
State  law  as  a  health  maintenance 
organization:  or 

(3)  A  similar  organization  regulated 
under  State  law  for  solvency  in  the  same 
manner  and  to  the  same  extent  as  such 

a  health  maintenance  organization. 

HHS  stands  for  the  United  States 
Department  of  Health  and  Human 
Services. 

HIPAA  Privacy  Rule  means  the 
regulations  promulgated  under  section 
264(c)  of  the  Health  Insurance 
Portability  and  Accountability  Act  of 
1996  (HIPAA),  at  45  CFR  part  160  and 
Subparts  A  and  E  of  Part  164. 

Identifiable  patient  safety  work 
product  means  patient  safety  work 
product  that: 

(1)  Is  presented  in  a  form  and  manner 
that  allows  the  identification  of  any 
provider  that  is  a  subject  of  the  work 
product,  or  any  providers  that 
participate  in,  or  are  responsible  for, 
activities  that  are  a  subject  of  the  work 
product; 

(2)  Constitutes  individually 
identifiable  health  information  as  that 
term  is  defined  in  the  HIPAA  Privacy 
Rule  at  45  CFR  160.103;  or 

(3)  Is  presented  in  a  form  and  manner 
that  allows  the  identification  of  an 
individual  who  in  good  faith  reported 
information  directly  to  a  PSO  or  to  a 
provider  with  the  intention  of  having 
the  information  reported  to  a  PSO 
(“reporter”). 

Nonidentifiable  patient  safety  work 
product  means  patient  safety  work 
product  that  is  not  identifiable  patient 
safety  work  product  in  accordance  with 
the  nonidentification  standards  set  forth 
at  §3.212. 
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OCR  stands  for  the  Office  for  Civil 
Rights  in  HHS. 

Parent  organization  means  an 
organization  that:  owns  a  controlling 
interest  or  a  majority  interest  in  a 
component  organization;  has  the 
authority  to  control  or  manage  agenda 
setting,  project  management,  or  day-to- 
day  operations;  or  the  authority  to 
review  and  override  decisions  of  a 
component  organization.  The 
component  organization  may  be  a  , 
provider. 

Patient  Safety  Act  means  the  Patient 
Safety  and  Quality  Improvement  Act  of 
2005  (Pub.  L.  109—41),  which  amended 
Title  IX  of  the  Public  Health  Service  Act 
(42  U.S.C.  299  et  seq.)  by  inserting  a 
new  Part  C,  sections  921  through  926, 
which  are  codified  at  42  U.S.C.  299b-21 
through  299b-26. 

Patient  safety  activities  means  the 
following  activities  carried  out  by  or  on 
behalf  of  a  PSO  or  a  provider: 

(1)  Efforts  to  improve  patient  safety 
and  the  quality  of  health  care  delivery; 

(2)  The  collection  and  analysis  of 
patient  safety  work  product; 

(3)  The  development  and 
dissemination  of  information  with 
respect  to  improving  patient  safety,  such 
as  recommendations,  protocols,  or 
information  regarding  best  practices; 

(4)  The  utilization  of  patient  safety 
work  product  for  the  purposes  of 
encouraging  a  culture  of  safety  and  of 
providing  feedback  and  assistance  to 
effectively  minimize  patient  risk; 

(5)  The  maintenance  of  procedures  to 
preserve  confidentiality  with  respect  to 
patient  safety  work  product; 

(6)  The  provision  of  appropriate 
security  measures  with  respect  to 
patient  safety  work  product; 

(7)  The  utilization  of  qualified  staff; 
and 

(8)  Activities  related  to  the  operation 
of  a  patient  safety  evaluation  system  and 
to  the  provision  of  feedback  to 
participants  in  a  patient  safety 
evaluation  system. 

Patient  safety  evaluation  system 
means  the  collection,  management,  or 
analysis  of  information  for  reporting  to 
or  by  a  PSO. 

Patient  safety  organization  (PSO) 
means  a  private  or  public  entity  or 
component  thereof  that  is  listed  as  a 
PSO  by  the  Secretary  in  accordance 
with  Subpart  B.  A  health  insurance 
issuer  or  a  component  organization  of  a 
health  insurance  issuer  may  not  be  a 
PSO.  See  also  the  exclusions  in  §  3.102 
of  this  Part. 

Patient  safety  work  product: 

(1)  Except  as  provided  in  paragraph 

(2)  of  this  definition,  patient  safety  work 
product  means  any  data,  reports, 
records,  memoranda,  analyses  (such  as 


root  cause  analyses),  or  written  or  oral 
statements  (or  copies  of  any  of  this 
material) 

(1)  Which  could  improve  patient 
safety,  health  care  quality,  or  health  care 
outcomes;  and 

(A)  Which  are  assembled  or 
developed  by  a  provider  for  reporting  to 
a  PSO  and  are  reported  to  a  PSO,  which 
includes  information  that  is 
documented  as  within  a  patient  safety 
evaluation  system  for  reporting  to  a 
PSO,  and  such  documentation  includes 
the  date  the  information  entered  the 
patient  safety  evaluation  system;  or 

(B)  Are  developed  by  a  PSO  for  the 
conduct  of  patient  safety  activities;  or 

(ii)  Which  identify  or  constitute  the 
deliberations  or  analysis  of,  or  identify 
the  fact  of  reporting  pursuant  to,  a 
patient  safety  evaluation  system. 

(2) (i)  Patient  safety  work  product  does 
not  include  a  patient’s  medical  record, 
billing  and  discharge  information,  or 
any  other  original  patient  or  provider 
information;  nor  does  it  include 
information  that  is  collected, 
maintained,  or  developed  separately,  or 
exists  separately,  from  a  patient  safety 
evaluation  system.  Such  separate 
information  or  a  copy  thereof  reported 
to  a  PSO  shall  not  by  reason  of  its 
reporting  be  considered  patient  safety 
work  product. 

(ii)  Patient  safety  work  product 
assembled  or  developed  by  a  provider 
for  reporting  to  a  PSO  may  be  removed 
from  a  patient  safety  evaluation  system 
and  no  longer  considered  patient  safety 
work  product  if: 

(A)  The  information  has  not  yet  been 
reported  to  a  PSO;  and 

(B)  The  provider  documents  the  act 
and  date  of  removal  of  such  information 
from  the  patient  safety  evaluation 
system. 

(iii)  Nothing  in  this  part  shall  be 
construed  to  limit  information  that  is 
not  patient  safety  work  product  from 
being: 

(A)  Discovered  or  admitted  in  a 
criminal,  civil  or  administrative 
proceeding; 

(B)  Reported  to  a  Federal,  State,  local 
or  Tribal  governmental  agency  for 
public  health  or  health  oversight 
purposes;  or 

(C)  Maintained  as  part  of  a  provider’s 
recordkeeping  obligation  under  Federal, 
State,  local  or  Tribal  law. 

Person  means  a  natural  person,  trust 
or  estate,  partnership,  corporation, 
professional  association  or  corporation, 
or  other  entity,  public  or  private. 

Provider  means: 

(1)  An  individual  or  entity  licensed  or 
otherwise  authorized  under  State  law  to 
provide  health  care  services, 
including — 


(1)  A  hospital,  nursing  facility, 
comprehensive  outpatient  rehabilitation 
facility,  home  health  agency,  hospice 
program,  renal  dialysis  facility, 
ambulatory  surgical  center,  pharmacy, 
physician  or  health  CEU’e  practitioner’s 
office  (includes  a  group  practice),  long 
term  care  facility,  behavior  health 
residential  treatment  facility,  clinical 
laboratory,  or  health  center;  or 

(ii)  A  physician,  physician  assistant, 
registered  nurse,  nurse  practitioner, 
clinical  nurse  specialist,  certified 
registered  nurse  anesthetist,  certified 
nurse  midwife,  psychologist,  certified 
social  worker,  registered  dietitian  or 
nutrition  professional,  physical  or 
occupational  therapist,  pharmacist,  or 
other  individual  health  care 
practitioner; 

(2)  Agencies,  organizations,  and 
individuals  within  Federal,  State,  local, 
or  Tribal  governments  that  deliver 
health  care,  organizations  engaged  as 
contractors  by  the  Federal,  State,  local, 
or  Tribal  governments  to  deliver  health 
care,  and  individual  health  care 
practitioners  employed  or  engaged  as 
contractors  by  the  Federal  State,  local, 
or  Tribal  governments  to  deliver  health 
care;  or 

(3)  A  parent  organization  of  one  or 
more  entities  described  in  paragraph 

(1) (i)  of  this  definition  or  a  Federal, 

State,  local,  or  Tribal  government  unit 
that  manages  or  controls  one  or  more 
entities  described  in  paragraphs  (l)(i)  or 

(2)  of  this  definition. 

Research  has  the  same  meaning  as  the 
term  is  defined  in  the  HIPAA  Privacy 
Rule  at  45  CFR  164.501. 

Respondent  means  a  provider,  PSO, 
or  responsible  person  who  is  the  subject 
of  a  complaint  or  a  compliance  review. 

Responsible  person  means  a  person, 
other  than  a  provider  or  a  PSO,  who  has 
possession  or  custody  of  identifiable 
patient  safety  work  product  and  is 
subject  to  the  confidei\tiality  provisions. 

Workforce  means  employees, 
volunteers,  trainees,  contractors,  or 
other  persons  whose  conduct,  in  the 
performance  of  work  for  a  provider,  PSO 
or  responsible  person,  is  under  the 
direct  control  of  such  provider,  PSO  or 
responsible  person,  whether  or  not  they 
are  paid  by  the  provider,  PSO  or 
responsible  person. 

Subpart  B — PSO  Requirements  and 
Agency  Procedures 

§  3.1 02  Process  and  requirements  for 
initial  and  continued  listing  of  PSOs. 

(a)  Eligibility  and  process  for  initial 
and  continued  listing — (1)  Submission 
of  certification.  Any  entity,  except  as 
specified  in  paragraph  (a)(2)  of  this 
section,  may  request  from  the  Secretary 
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an  initial  or  continued  listing  as  a  PSO 
by  submitting  a  completed  certification 
form  that  meets  the  requirements  of  this 
section,  in  accordance  with  §  3.112.  An 
individual  with  authority  to  make 
commitments  on  behalf  of  the  entity 
seeking  listing  will  he  required  to 
submit  contact  information  for  the 
entity  and: 

(1)  Attest  that  the  entity  is  not  subject 
to  any  exclusion  in  paragraph  {a)(2)  of 
this  section: 

(ii)  Provide  certifications  that  the 
entity  meets  each  requirement  for  PSOs 
in  paragraph  (b)  of  this  section; 

(iii)  Ii  the  entity  is  a  component  of 
another  organization,  provide  the  ' 
additional  certifications  that  the  entity 
meets  the  requirements  of  paragraph 
(c)(lKi)  of  this  section; 

(iv)  If  the  entity  is  a  component  of  an 
excluded  entity  described  in  paragraph 
(a)(2)(ii),  provide  the  additional 
certifications  and  information  required 
hy  paragraph  (c)(l)(ii)  of  this  section; 

(v)  Attest  that  the  entity  has  disclosed 
if  the  Secretary  has  ever  delisted  this 
entity  (under  its  current  name  or  any 
other)  or  refused  to  list  the  entity  or 
whether  any  of  its  officials  or  senior 
managers  held  comparable  positions  of 
responsibility  in  an  entity  that  was 
denied  listing  or  delisted  and,  if  any  of 
these  circumstances  apply,  submit  with 
its  certifications  and  related  disclosures, 
the  name  of  the  entity  or  entities  that 
the  Secretary  declined  to  list  or  delisted; 

(vi)  Attest  that  the  PSO  will  promptly 
notify  the  Secretary  during  its  period  of 
listing  if  it  can  no  longer  comply  with 
any  of  its  attestations  and  the  applicable 
requirements  in  §§  3.102(b)  and  3.102(c) 
or  if  there  have  been  any  changes  in  the 
accuracy  of  the  information  submitted 
for  listing,  along  with  the  pertinent 
changes;  and 

(vii)  Provide  other  information  that 
the  Secretary  determines  to  be  necessary 
to  make  the  requested  listing 
determination. 

(2)  Exclusion  of  certain  entities.  The 
following  types  of  entities  may  not  seek 
listing  as  a  PSO; 

(i)  A  health  insurance  issuer;  a  unit  or 
division  of  a  health  insurance  issuer;  or 
an  entity  that  is  owned,  managed,  or 
controlled  by  a  health  insurance  issuer; 

(ii)  (A)  An  entity  that  accredits  or 
licenses  health  care  providers: 

(B)  An  entity  that  oversees  or  enforces 
statutory  or  regulatory  requirements 
governing  the  delivery  of  health  care 
services; 

(C)  An  agent  of  an  entity  that  oversees 
or  enforces  statutory  or  regulatory 
requirements  governing  the  delivery  of 
health  care  services;  or 

(D)  An  entity  that  operates  a  Federal, 
state,  local  or  Tribal  patient  safety 


reporting  system  to  which  health  care 
providers  (other  than  members  of  the 
entity’s  workforce  or  health  care 
providers  holding  privileges  with  the 
entity)  are  required  to  report 
information  by  law  or  regulation. 

(iii)  A  component  of  an  entity  listed 
in  paragraph  (a)(2)(ii)  may  seek  listing 
as  a  component  PSO  subject  to  the 
requirements  and  restrictions  of 
paragraph  (c)(l)(ii)  of  this  section. 

(3)  Submission  of  certification  for 
continued  listing.  To  facilitate  a  timely 
Secretarial  determination  regarding 
acceptance  of  its  certification  for 
continued  listing,  a  PSO  must  submit 
the  required  certification  no  later  than 
75  days  before  the  expiration  of  a  PSO’s 
three-year  period  of  listing. 

(b)  Fifteen  general  PSO  certification 
requirements.  The  certifications 
submitted  to  the  Secretary  in 
accordance  with  paragraph  (a)(l)(ii)  of 
this  section  must  conform  to  the 
following  15  requirements: 

(1)  Required  certification  regarding 
eight  patient  safety  activities. 

(1)  Initial  listing.  An  entity  seeking 
initial  listing  as  a  PSO  must  certify  that 
it  has  written  policies  and  procedures  in 
place  to  perform  each  of  the  eight 
patient  safety  activities,  defined  in 

§  3.20.  With  respect  to  paragraphs  (5) 
and  (6)  in  the  definition  of  patient  safety 
activities  regarding  confidentiality  and 
security,  the  policies  and  procedures 
must  include  and  provide  for: 

(A)  Compliance  with  the 
confidentiality  provisions  of  Subpart  C 
of  this  part  and  with  appropriate 
security  measures  as  required  by  §  3.106 
of  this  subpart. 

(B)  Notification  of  each  provider  that 
submitted  patient  safety  work  product 
or  data  as  described  in  §  3.108(b)(2)  to 
the  entity  if  the  submitted  work  product 
or  data  was  subject  to  an  unauthorized 
disclosure  or  its  security  was  breached. 

(ii)  Continued  Listing.  A  PSO  seeking 
continued  listing  must  certify  that  it  is 
performing,  and  will  continue  to 
perform,  each  of  the  patient  safety 
activities  defined  in  §  3.20,  and  is  and 
will  continue  to  comply  with  the 
requirements  of  paragraphs  (b)(l)(i)(A) 
and  (B)  of  this  section. 

(2)  Required  certification  regarding 
seven  PSO  criteria. 

(i)  Initial  Listing.  In  its  initial 
certification  submission,  an  entity  must 
also  certify  that,  if  listed  as  a  PSO,  it 
will  comply  with  the  seven 
requirements  in  paragraphs  (b)(2)(i)(A) 
through  (G)  of  this  section. 

(A)  The  mission  and  primary  activity 
of  the  PSO  must  be  to  conduct  activities 
that  are  to  improve  patient  safety  and 
the  quality  of  health  care  delivery. 


(B)  The  PSO  must  have  appropriately 
qualified  workforce  members,  including 
licensed  or  certified  medical 
professionals. 

(C)  The  PSO,  within  the  24-month 
period  that  begins  on  the  date  of  its 
initial  listing  as  a  PSO,  and  within  each 
sequential  24-month  period  thereafter, 
must  have  2  bona  fide  contracts,  each  of 
a  reasonable  period  of  time,  each  with 

a  different  provider  for  the  purpose  of 
receiving  and  reviewing  patient  safety 
work  product.  • 

(D)  The  PSO  is  not  a  health  insurance 
issuer,  and  is  not  a  component  of  a 
health  insurance  issuer. 

(E)  The  PSO  must  make  disclosures  to 
the  Secretary  as  required  under 

§  3.102(d),  in  accordance  with  §  3.112  of 
this  subpart. 

(F)  To  the  extent  practical  and 
appropriate,  the  PSO  must  collect 
patient  safety  work  product  from 
providers  in  a  standardized  manner  that 
permits  valid  comparisons  of  similar 
cases  among  similar  providers. 

(G)  The  PSO  must  utilize  patient 
safety  work  product  for  the  purpose  of 
providing  direct  feedback  and  assistance 
to  providers  to  effectively  minimize 
patient  risk. 

(ii)  Continued  Listing.  A  PSO  seeking 
continued  listing  must  certify  that  it  is 
complying  with,  and  will  continue  to^ 
comply  with,  the  requirements  of 
paragraphs  (b)(2)(i)(A)  through  (G)  of 
this  section. 

(iii)  Compliance  with  the  criterion  for 
collecting  patient  safety  work  product  in 
a  standardized  manner  to  the  extent 
practical  and  appropriate.  With  respect 
to  paragraph  (b)(2)(i)(F)  of  this  section, 
the  Secretary  will  assess  compliance  by 
a  PSO  in  the  following  manner. 

(A)  A  PSO  seeking  continued  listing 
must; 

(1)  Certify  that  the  PSO  is  using  the 
Secretary’s  published  guidance  for 
common  formats  and  definitions  in  its 
collection  of  patient  safety  work  product 
(option  (I)): 

(2)  Certify  that  the  PSO  is  using  an 
alternative  system  of  formats  and 
definitions  that  permits  valid 
comparisons  of  similar  cases  among 
similar  providers  (option  (II));  or 

(3)  Provide  a  clear  explanation  for 
why  it  is  not  practical  or  appropriate  for 
the  PSO  to  comply  with  options  (I)  or 
(II)  at  this  time. 

(B)  The  Secretary  will  consider  a  PSO 
to  be  in  compliance  if  the  entity 
complies  with  option  (I),  satisfactorily 
demonstrates  that  option  (II)  permits 
valid  comparisons  of  similar  cases 
among  similar  providers,  or 
satisfactorily  demonstrates  that  it  is  not 
practical  or  appropriate  for  the  PSO  to 
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comply  with  options  (I)  or  (II)  at  this 
time. 

(c)  Additional  certifications  requited 
of  component  organizations — (1) 
Requirements  when  seeking  listing — (i) 
Requirements  that  all  component 
organizations  must  meet.  In  addition  to 
meeting  the  15  general  PSO  certification 
requirements  of  paragraph  (h)  of  this 
section,  an  entity  seeking  initial  listing 
that  is  a  component  of  another 
organization  must  certify  that  it  will 
comply  with  the  requirements  of 
paragraph  (c)(2)  of  this  section.  A 
component  PSO  seeking  continued 
listing  must  certify  that  it  is  complying 
with,  and  will  continue  to  comply  with, 
the  requirements  of  this  same  paragraph 
(c)(2).  At  initial  and  continued  listing,  a 
component  entity  must  attach  to  its 
certifications  for  listing  contact 
information  for  its  parent 
organization(s). 

(ii)  Additional  requirements  and 
limitations  applicable  to  components  of 
entities  that  are  excluded  from  listing. 

In  addition  to  the  requirements  under 
paragraph  (c)(l)(i)  of  this  section,  a 
component  of  an  organization  excluded 
from  listing  under  paragraph  (a)(2)(ii)  of 
this  section  must  submit  the  additional 
certifications  and  specified  information 
for  initial  and  continued  listing  and 
comply  with  paragraph  (c)(4)  of  this 
section. 

(2)  Required  component 
certifications — (i)  Separation  of  patient 
safety  work  product.  A  component  PSO 
must  maintain  patient  safety  work 
product  separately  from  the  rest  of  the 
parent  organization(s)  of  which  it  is  a 
part,  and  establish  appropriate  security 
measures  to  maintain  the  confidentiality 
of  patient  safety  work  product.  The 
information  system  in  which  the 
component  PSO  maintains  patient 
safety  work  product  must  not  permit 
unauthorized  access  by  one  or  more 
individuals  in,  or  by  units  of,  the  rest  of 
the  parent  organization{s)  of  which  it  is 
a  part. 

(ii)  Nondisclosure  of  patient  safety 
work  product.  A  component  PSO  must 
require  that  members  of  its  workforce 
and  any  other  contractor  staff  not  make 
unauthorized  disclosures  of  patient 
safety  work  product  to  the  rest  of  the 
parent  organization(s)  of  which  it  is  a 
part. 

(iii)  No  conflict  of  interest.  The 
pursuit  of  the  mission  of  a  component 
PSO  must  not  create  a  conflict  of 
interest  with  the  rest  of  the  parent 
organization(s)  of  which  it  is  a  part. 

(3)  Written  agreements  for  assisting  a 
component  PSO  in  the  conduct  of 
patient  safety  activities. 
Notwithstanding  the  requirements  of 
paragraph  (c)(2)  of  this  section,  a 


component  PSO  may  provide  access  to 
identifiable  patient  safety  work  product 
to  one  or  more  individuals  in,  or  to  one 
or  more  units  of,  the  rest  of  the  parent 
organization(s)  of  which  it  is  a  part,  if 
the  component  PSO  enters  into  a 
written  agreement  with  such 
individuals  or  units  which  requires  that: 

(i)  The  component  PSO  will  only 
provide  access  to  identifiable  patient 
safety  work  product  to  enable  such 
individuals  or  units  to  assist  the 
component  PSO  in  its  conduct  of 
patient  safety  activities,  and 

(ii)  Such  individuals  or  units  that 
receive  access  to  identifiable  patient 
safety  work  product  pursuant  to  such 
written  agreement  will  only  use  or 
disclose  such  information  as  specified 
by  the  component  PSO  to  assist  the 
component  PSO  in  its  conduct  of 
patient  safety  activities,  will  take 
appropriate  security  measures  to 
prevent  unauthorized  disclosures  and 
will  comply  with  the  other  certifications 
the  component  has  made  pursuant  to 
paragraph  (c)(2)  of  this  section  regarding 
unauthorized  disclosures  and 
conducting  the  mission  of  the  PSO 
without  creating  conflicts  of  interest. 

(4)  Required  attestations,  information 
and  operational  limitations  for 
components  of  entities  excluded  from 
listing.  A  component  organization  of  an 
entity  that  is  subject  to  the  restrictions 
of  paragraph  (a)(2)(ii)  of  this  section 
must: 

(i)  Submit  the  following  information 
with  its  certifications  for  listing: 

(A)  A  statement  describing  its  parent 
organization’s  role,  and  the  scope  of  the 
parent  organization’s  authority,  with 
respect  to  anj'  of  the  following  that 
apply:  Accreditation  or  licensure  of 
health  care  providers,  oversight  or 
enforcement  of  statutory  or  regulatory 
requirements  governing  the  delivery  of 
health  care  services,  serving  as  an  agent 
of  such  a  regulatory  oversight  or 
enforcement  authority,  or  administering 
a  public  mandatory  patient  safety 
reporting  system; 

(B)  An  attestation  that  the  parent 
organization  has  no  policies  or 
procedures  that  would  require  or  induce 
providers  to  report  patient  safety  work 
product  to  their  component  organization 
once  listed  as  a  PSO  and  that  the 
component  PSO  will  notify  the 
Secretary  within  5  calendar  days  of  the 
date  on  which  the  component 
organization  has  knowledge  of  the 
adoption  by  the  parent  organization  of 
such  policies  or  procedures,  and  an 
acknowledgment  that  the  adoption  of 
such  policies  or  procedures  by  the 
parent  organization  during  the 
component  PSO’s  period  of  listing  will 
result  in  the  Secretary  initiating  an 


expedited  revocation  process  in 
accordance  with  §  3.108(e);  and 

(C)  An  attestation  that  the  component 
organization  will  prominently  post 
notification  on  its  Web  site  and  publish 
in  any  promotional  materials  for 
dissemination  to  providers,  a  summary 
of  the  information  that  is  required  by 
paragraph  (c)(4)(i)(A)  of  this  section. 

(ii)  Comply  with  the  following 
requirements  during  its  period  of  listing: 

(A)  The  component  organization  may 
not  share  staff  With  its  parent 
organization(s). 

(B)  The  component  organization  may 
enter  into  a  written  agreement  pursuant 
to  paragraph  (c)(3)  but  such  agreements 
are  limited  to  units  or  individuals  of  the 
parent  organization(s)  whose 
responsibilities  do  not  involve  the 
activities  specified  in  the  restrictions  in 
paragraph  (a)(2)(ii)  of  this  section. 

(d)  Required  notifications.  Upon 
listing,  PSOs  must  meet  the  following 
notification  requirements: 

(1)  Notification  regarding  PSO 
compliance  with  the  minimum  contract 
requirement.  No  later  than  45  calendar 
days  prior  to  the  last  day  of  the 
pertinent  24-month  assessment  period, 
specified  in  paragraph  (b)(2)(iii)(C)  of 
this  section,  the  Secretary  must  receive 
from  a  PSO  a  certification  that  states 
whether  it  has  met  the  requirement  of 
that  paragraph  regarding  two  bona  fide 
contracts,  submitted  in  accordance  with 
§  3.112  of  this  subpart. 

(2)  Notification  regarding  a  PSO’s 
relationships  with  its  contracting 
providers. 

(i)  Requirement.  A  PSO  must  file  a 
disclosure  statement  regarding  a 
provider  with  which  it  has  a  contract 
that  provides  the  confidentiality  and 
privilege  protections  of  the  Patient 
Safety  Act  (hereinafter  referred  to  as  a 
Patient  Safety  Act  contract)  if  the  PSO 
has  any  other  relationships  with  this 
provider  that  are  described  in 
paragraphs  (d)(2)(i)(A)  through  (D)  of 
this  section.  The  PSO  must  disclose  all 
such  relationships.  A  disclosure 
staternent  is  not  required  if  all  of  its 
other  relationships  with  the  provider  are 
limited  to  Patient  Safety  Act  contracts. 

(A)  The  provider  and  PSO  have 
current  contractual  relationships,  other 
than  those  arising  from  any  Patient 
Safety  Act  contracts,  including  formal 
contracts  or  agreements  that  impose 
obligations  on  the  PSO. 

(B)  The  provider  and  PSO  have 
current  financial  relationships  other 
than  those  arising  from  any  Patient 
Safety  Act  contracts.  A  financial 
relationship  may  include  any  direct  or 
indirect  ownership  or  investment 
relationship  between  the  PSO  and  the 
contracting  provider,  shared  or  common 
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financial  interests  or  direct  or  indirect 
compensation  arrangements  whether  in 
cash  or  in-kind. 

(C)  The  PSO  and  provider  have 
current  reporting  relationships  other 
than  those  arising  from  any  Patient 
Safety  Act  contracts,  by  which  the 
provider  has  access  to  information 
regarding  the  work  and  operation  of  the 
PSO  that  is  not  available  to  other 
contracting  providers. 

(D)  Taking  into  account  all 
relationships  that  the  PSO  has  with  the 
provider,  the  PSO  is  not  independently 
managed  or  controlled,  or  the  PSO  does 
not  operate  independently  from,  the 
contracting  provider. 

(ii)  Content.  A  PSO  must  submit  to 
the  Secretary  the  required  attestation 
form  for  disclosures  with  the 
information  specified  below  in 
accordance  with  §  3.112  and  this 
section.  The  substantive  information 
that  must  be  included  with  each 
submission  has  two  required  parts: 

(A)  The  Required  Disclosures.  The 
first  part  of  the  substantive  information 
must  provide  a  succinct  list  of 
obligations  between  the  PSO  and  the 
contracting  provider  apart  from  their 
Patient  Safety  Act  contract(s)  that  create, 
or  contain,  any  of  the  types  of 
relationships  that  must  be  disclosed 
based  upon  the  requirements  of 
paragraphs  (d)(2)(i)(A)  through  (D)  of 
this  section.  Each  reportable  obligation 
or  discrete  set  of  obligations  that  the 
PSO  has  with  this  contracting  provider 
should  be  listed  only  once;  noting  the 
specific  aspects  of  the  obligation(s)  that 
reflect  contractual  or  financial 
relationships,  involve  access  to 
information  that  is  not  available  to  other 
providers,  or  affect  the  independence  of 
PSO  operations,  management,  or 
control. 

(B)  An  Explanatory  Narrative.  The 
second  required  part  of  the  substantive 
information  must  provide  a  brief 
explanatory  narrative  succinctly 
describing:  The  policies  and  procedures 
that  the  PSO  has  in  place  to  ensure 
adherence  to  objectivity  and 
professionally  recognized  analytic 
standards  in  the  assessments  it 
undertakes:  and  any  other  policies  or 
procedures,  or  agreements  with  this 
provider,  that  the  PSO  has  in  place  to 
ensure  that  it  can  fairly  and  accurately 
perform  patient  safety  activities. 

(iii)  Deadlines  for  submission.  The 
Secretary  must  receive  a  disclosure 
statement  within  45  days  of  the  date  on 
which  a  PSO  enters  a  contract  with  a 
provider  if  the  circumstances  described 
in  any  of  the  paragraphs  (d)(2)(i)(A) 
through  (D)  of  this  section  are  met  on 
the  date  the  contract  is  entered.  During 
the  contract  period,  if  these 


circumstances  subsequently  arise,  the 
Secretary  must  receive  a  disclosure 
statement  from  the  PSO  within  45  days 
of  the  date  that  any  disclosure 
requirement  in  paragraph  (d)(2)(i)  of  this 
section  first  applies. 

§3.104  Secretarial  actions. 

(a)  Actions  in  response  to  certification 
submissions  for  initial  and  continued 
listing  as  a  PSO.  (1)  In  response  to  an 
initial  or  continued  certification 
submission  by  an  entity,  pursuant  to  the 
requirements  of  §  3.102  of  this  subpart, 
the  Secretary  may — 

(1)  Accept  the  certification  submission 
and  list  the  entity  as  a  PSO,  or  maintain 
the  listing  of  a  PSO,  if  the  Secretary 
determines  that  the  entity  meets  the 
applicable  requirements  of  the  Patient 
Safety  Act  and  this  subpart: 

(ii)  Deny  acceptance  of  a  certification 
submission  and,  in  the  case  of  a 
currently  listed  PSO,  remove  the  entity 
ft-om  the  list  if  the  entity  does  not  meet 
the  applicable  requirements  of  the 
Patient  Safety  Act  and  this  subpart;  or 

(iii)  Condition  the  listing  of  an  entity 
or  the  continued  listing  of  a  PSO, 
following  a  determination  made 
pursuant  to  paragraph  (c)  of  this  section 
or  a  determination  after  review  of  the 
pertinent  history  of  an  entity  that  has 
been  delisted  or  refused  listing  and  its 
officials  and  senior  managers. 

(2)  Basis  for  determination.  In  making 
a  determination  regarding  listing,  the 
Secretary  will  consider  the  certification 
submission:  any  prior  actions  by  the 
Secretary  regarding  the  entity  or  PSO 
including  delisting;  any  history  of  or 
current  non-compliance  by  the  entity  or 
the  PSO  or  its  officials  or  senior 
managers  with  statutory  or  regulatory 
requirements  or  requests  from  the 
Secretary;  the  relationships  of  the  entity 
or  PSO  with  providers;  and  any  findings 
made  by  the  Secretary  in  accordance 
with  paragraph  (c)  of  this  section. 

(3)  Notification.  The  Secretary  will 
notify  in  writing  each  entity  of  action 
taken  on  its  certification  submission  for 
initial  or  continued  listing.  The 
Secretary  will  provide  reasons  when  an 
entity’s  certification  is  conditionally 
accepted  and  the  entity  is  conditionally 
listed,  when  an  entity’s  certification  is 
not  accepted  and  the  entity  is  not  listed, 
or  when  acceptance  of  its  certification  is 
revoked  and  the  entity  is  delisted. 

(b)  Actions  regarding  PSO  compliance 
with  the  minimum  contract 
requirement.  After  the  date  on  which 
the  Secretary,  under  §  3.102(d)(1)  of  this 
subpart,  must  receive  notification 
regarding  compliance  of  a  PSO  with  the 
minimum  contract  requirement — 

(1)  If  the  PSO  has  met  the  minimum 
contract  requirement,  the  Secretary  will 


acknowledge  in  writing  receipt  of  the 
notification  and  add  information  to  the 
list  established  pursuant  to  paragraph 
(d)  of  this  section  stating  that  the  PSO 
has  certified  that  it  has  met  the 
requirement. 

(2)  If  the  PSO  states  that  it  has  not  yet 
met  the  minimum  contract  requirement 
by  the  date  specified  in  §  3.102(d)(1),  or 
if  notice  is  not  received  by  that  date,  the 
Secretary  will  issue  to  the  PSO  a  notice 
of  a  preliminary  finding  of  deficiency  as 
specified  in  §  3.108(a)(2)  and  establish  a 
period  for  correction  that  extends  until 
midnight  of  the  last  day  of  the  PSO’s 
applicable  24-month  period  of 
assessment.  Thereafter,  if  the 
requirement  has  not  been  met,  the 
Secretary  will  provide  the  PSO  a  written 
notice  of  proposed  revocation  and 
delisting  in  accordance  with 
§  3.108(a)(3). 

(c)  Actions  regarding  required 
disclosures  by  PSOs  of  relationships 
with  contracting  providers.  The 
Secretary  will  review  and  make  findings 
regarding  each  disclosure  statement 
submitted  by  a  PSO,  pursuant  to 
§  3.102(d)(2),  regarding  its  relationships 
with  contracting  provider(s),  determine 
whether  such  findings  warrant  action 
regarding  the  listing  of  the  PSO  in 
accordance  with  paragraph  (c)(2)  of  this 
section,  and  make  the  findings  public. 

(1)  Basis  of  findings  regarding  PSO 
disclosure  statements.  In  reviewing 
disclosure  statements,  submitted 
pursuant  to  §  3.102(d)(2)  of  this  subpart, 
the  Secretary  will  consider  the  disclosed 
relationship(s)  between  the  PSO  and  the 
contracting  provider  and  the  statements 
and  material  submitted  by  the  PSO 
describing  the  policies  and  procedures 
that  the  PSO  has  in  place  to  determine 
whether  the  PSO  can  fairly  and 
accurately  perform  the  required  patient 
safety  activities. 

(2)  Determination  by  the  Secretary. 
Based  on  the  Secretary’s  review  and 
findings,  he  may  choose  to  take  any  of 
the  following  actions: 

(i)  For  an  entity  seeking  an  initial  or 
continued  listing,  the  Secretary  may  list 
or  continue  the  listing  of  an  entity 
without  conditions,  list  the  entity 
subject  to  conditions,  or  deny  the 
entity’s  certification  for  initial  or 
continued  listing;  or 

(ii)  For  a  li.sted  PSO,  the  Secretary 
may  determine  that  the  entity  will 
remain  listed  without  conditions, 
continue  the  entity’s  li.sting  subject  to 
conditions,  or  remove  the  entity  from 
the  list  of  PSOs. 

(3)  Release  of  disclosure  statements 
and  Secretarial  findings,  (i)  Subject  to 
paragraph  (c)(3)(ii)  of  this  section,  the 
Secretary  will  make  disclosure 
statements  available  to  the  public  along 
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with  related  findings  that  are  made 
available  in  accordance  with  paragraph 

(c)  of  this  section. 

(ii)  The  Secretary  may  withhold 
information  that  is  exempt  firom  public 
disclosure  under  the  Freedom  of 
Information  Act,  e.g.,  trade  secrets  or 
confidential  commercial  information 
that  are  subject  to  the  restrictions  of  18 
U.S.C.  1905. 

(d)  Maintaining  a  list  ofPSOs.  The 
Secretary  will  compile  and  maintain  a 
publicly  available  list  of  entities  whose 
certifications  as  PSOs  have  been 
accepted.  The  list  will  include  contact 
information  for  each  entity,  a  copy  of  all 
certification  forms  and  disclosure 
statements  submitted  by  each  entity  in 
accordance  with  paragraph  (c){3)(ii)  of 
this  section,  the  effective  date  of  the 
PSO’s  listing,  and  information  on 
whether  a  PSO  has  certified  that  it  has 
met  the  two  contract  requirement.  The 
list  also  will  include  a  copy  of  the 
Secretary’s  findings  regarding  each 
disclosure  statement  submitted  by  an 
entity,  information  describing  any 
related  conditions  that  have  been  placed 
by  the  Secretary  on  the  listing  of  an 
entity  as  a  PSO,  and  other  information 
that  this  Subpart  states  may  be  made 
public.  AHRQ  may  maintain  a  PSO 
website  (or  a  comparable  future  form  of 
public  notice)  and  may  post  the  list  on 
this  website. 

(e)  Three-year  period  of  listing.  (1) 

The  three-year  period  of  listing  of  a  PSO 
will  automatically  expire  at  midnight  of 
the  last  day  of  this  period,  unless  the 
listing  had  been  revoked  or  relinquished 
earlier  in  accordance  with  §  3.108  of  this 
subpart,  or  if,  prior  to  this  automatic 
expiration,  the  PSO  seeks  a  new  three- 
year  listing,  in  accordance  with  §  3.102, 
and  the  Secretary  accepts  the  PSO’s 
certification  for  a  new  three-year  listing, 
in  accordance  with  §  3.104(a). 

(2)  The  Secretary  plans  to  send  a 
written  notice  of  imminent  expiration  to 
a  PSO  at  least  60  calendar  days  prior  to 
the  date  on  which  its  three-year  period 
of  listing  expires  if  the  Secretary  has  not 
yet  received  a  certification  for  continued 
listing.  The  Secretary  plans  to  indicate, 
on  the  AHRQ  PSO  website,  the  PSOs 
from  whom  certifications  for  continued 
listing  have  not  been  timely  received. 

(f)  Effective  dates  of  Secretarial 
actions.  Unless  otherwise  stated,  the 
effective  date  of  each  action  by  the 
Secretary  pursuant  to  this  subpart  will 
be  specified  in  the  written  notice  of 
such  action  that  is  sent  to  the  entity. 
When  the  Secretary  sends  a  notice  that 
addresses  acceptance  or  revocation  of  an 
entity’s  certifications  or  voluntary 
relinquishment  by  an  entity  of  its  status 
as  a  PSO,  the  notice  will  specify  the 


effective  date  and  time  of  listing  or 
delisting. 

§3.106  Security  requirements. 

(a)  Application.  A  PSO  must  secure 
patient  safety  work  product  in 
conformance  with  the  security 
requirements  of  paragraph  (b)  of  this 
section.  These  requirements  must  be 
met  at  all  times  and  at  any  location  at 
which  the  PSO,  its  workforce  members, 
or  its  contractors  receive,  access,  or 
handle  patient  safety  work  product. 
Handling  patient  safety  work  product 
includes  its  processing,  development, 
use,  maintenance,  storage,  removal, 
disclosure,  transmission  and 
destruction. 

(b)  Security  framework.  A  PSO  must 
have  written  policies  and  procedures 
that  address  each  of  the  considerations 
specified  in  this  subsection.  In 
addressing  the  framework  that  follows, 
the  PSO  may  develop  appropriate  and 
scalable  security  standards,  policies, 
and  procedures  that  are  suitable  for  the 
size  and  complexity  of  its  organization. 

(1)  Security  management.  A  PSO  must 
address: 

(1)  Maintenance  and  effective 
implementation  of  written  policies  and 
procedures  that  conform  to  the 
requirements  of  this  section  to  protect 
the  confidentiality,  integrity,  and 
availability  of  the  patient  safety  work 
product  that  is  received,  accessed,  or 
handled;  and  to  monitor  and  improve 
the  effectiveness  of  such  policies  and 
procedures,  and 

(ii)  Training  of  the  PSO  workforce  and 
PSO  contractors  who  receive,  access,  or 
handle  patient  safety  work  product 
regarding  the  requirements  of  the 
Patient  Safety  Act,  this  Part,  and  the 
PSO’s  policies  and  procedures  regarding 
the  confidentiality  and  security  of 
patient  safety  work  product. 

(2)  Distinguishing  patient  safety  work 
product.  A  PSO  must  address: 

(i)  Maintenance  of  the  security  of 
patient  safety  work  product,  whether  in 
electronic  or  other  media,  through  either 
physical  separation  from  non-patient 
safety  work  product,  or  if  co-located 
with  non-patient  safety  work  product, 
by  making  patient  safety  work  product 
distinguishable  so  that  the  appropriate 
form  and  level  of  security  can  be 
applied  and  maintained; 

(ii)  Protection  of  the  media,  whether 
in  electronic,  paper,  or  other  media  or 
format,  that  contain  patient  safety  work 
product,  limiting  access  to  authorized 
users,  and  sanitizing  and  destroying 
such  media  before  their  disposal  or 
release  for  reuse;  and 

(iii)  Physical  and  environmental 
protection,  to  control  and  limit  physical 
and  virtual  access  to  places  and 


equipment  where  patient  safety  work 
product  is  received,  accessed,  or 
handled. 

(3)  Security  control  and  monitoring.  A 
PSO  must  address: 

(i)  Identification  of  those  authorized 
to  receive,  access,  or  handle  patient 
safety  work  product  and  an  audit 
capacity  to  detect  unlawful, 
unauthorized,  or  inappropriate  receipt, 
access,  or  handling  of  patient  safety 
work  product,  and 

(ii)  Methods  to  prevent  unauthorized 
receipt,  access,  or  handling  of  patient 
safety  work  product. 

(4)  Security  assessment.  A  PSO  must 
address: 

(i)  Periodic  assessments  of  security 
risks  and  controls  to  establish  if  its 
controls  are  effective,  to  correct  any 
deficiency  identified,  and  to  reduce  or 
eliminate  any  vulnerabilities. 

(ii)  System  and  communications 
protection,  to  monitor,  control,  and 
protect  PSO  receipt,  access,  or  handling 
of  patient  safety  work  product  with 
particular  attention  to  the  transmission 
of  patient  safety  work  product  to  and 
firom  providers,  other  PSOs,  contractors 
or  any  other  responsible  persons. 

§  3.1 08  Correction  of  deficiencies, 
revocation,  and  voluntary  relinquishment. 

(a)  Process  for  correction  of  a 
deficiency  and  revocation — (1) 
Circumstances  leading  to  revocation. 
The  SecretcU-y  may  revoke  his 
acceptance  of  an  entity’s  certification 
(“revocation”)  and  delist  the  entity  as  a 
PSO  if  he  determines — 

(1)  The  PSO  is  not  fulfilling  the 
certifications  made  to  the  Secretary  as 
required  by  §  3.102; 

(ii)  The  PSO  has  not  met  the  two 
contract  requirement,  as  required  by 
§  3.102(d)(1); 

(iii)  Based  on  a  PSO’s  disclosures 
made  pursuant  to  §  3.102(d)(2)  ,  that  the 
entity  cannot  fairly  and  accurately 
perform  the  patient  safety  activities  of  a 
PSO  with  a  public  finding  to  that  effect; 
or 

(iv)  The  PSO  is  not  in  compliance 
with  any  other  provision  of  the  Patient 
Safety  Act  or  this  Part. 

(2)  Notice  of  preliminary  finding  of 
deficiency  and  establishment  of  an 
opportunity  for  correction  of  a 
deficiency,  (i)  Except  as  provided  by 
paragraph  (e)  of  this  section,  if  the 
Secretary  determines  that  a  PSO  is  not 
in  compliance  with  its  obligations  under 
the  Patient  Safety  Act  or  this  Subpart, 
the  Secretary  must  send  a  PSO  written 
notice  of  the  preliminary  finding  of 
deficiency.  The  notice  must  state  the 
actions  or  inactions  that  encompass  the 
deficiency  finding,  outline  the  evidence 
that  the  deficiency  exists,  specify  the 
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possible  and/or  required  corrective 
actions  that  must  be  taken,  and  establish 
a  date  by  which  the  deficiency  must  be 
corrected.  The  Secretary  may  specify  in 
the  notice  the  form  of  documentation 
required  to  demonstrate  that  the 
deficiency  has  been  corrected. 

(ii)  The  notice  of  a  preliminary 
finding  of  deficiency  is  presumed 
received  five  days  after  it  is  sent,  absent 
evidence  of  the  actual  receipt  date.  If  a 
PSO  does  not  submit  evidence  to  the 
Secretary  within  14  calendar  days  of 
actual  or  constructive  receipt  of  such 
notice,  whichever  is  longer,  which 
demonstrates  that  the  preliminary 
finding  is  factually  incorrect,  the 
preliminary  finding  will  be  the  basis  for 
a  finding  of  deficiency. 

(3)  Determination  of  correction  of  a 
deficiency,  (i)  Unless  the  Secretary 
specifies  another  date,  the  Secretary 
must  receive  documentation  to 
demonstrate  that  the  PSO  has  corrected 
any  deficiency  cited  in  the  preliminary 
finding  of  deficiency  no  later  than  five 
calendar  days  following  the  last  day  of 
the  correction  period  that  is  specified  by 
the  Secretary  in  such  notice. 

(ii)  In  making  a  determination 
regarding  the  correction  of  any 
deficiency,  the  Secretary  will  consider 
the  documentation  submitted  by  the 
PSO,  any  assessments  under  §  3.110, 
recommendations  of  program  staff,  and 
any  other  information  available 
regarding  tbe  PSO  that  the  Secretary 
deems  appropriate  and  relevant  to  the 
PSO’s  implementation  of  the  terms  of  its 
certification. 

(iii)  After  completing  his  review,  the 
Secretary  may  make  one  of  the 
following  determinations: 

(A)  The  action(s)  taken  by  the  PSO 
have  corrected  any  deficiency,  in  which 
caSe  the  Secretary  will  withdraw  the 
notice  of  deficiency  and  so  notify  the 
PSO; 

(B)  The  PSO  has  acted  in  good  faith 
to  correct  the  deficiency,  but  the 
Secretary  finds  an  additional  period  of 
time  is  necessary  to  achieve  full 
compliance  and/or  the  required 
corrective  action  specified  in  the  notice 
of  a  preliminary  finding  of  deficiency 
needs  to  be  modified  in  light  of  the 
experience  of  the  PSO  in  attempting  to 
implement  the  corrective  action,  in 
which  case  the  Secretary  will  extend  the 
period  for  correction  and/or  modify  the 
specific  corrective  action  required:  or 

(C)  The  PSO  has  not  completed  the 
corrective  action  because  it  has  not 
acted  with  reasonable  diligence  or  speed 
to  ensure  that  the  corrective  action  was 
completed  within  the  allotted  time,  in 
which  case  the  Secretary  will  issue  to 
the  PSO  a  notice  of  proposed  revocation 
and  delisting. 


(iv)  When  the  Secretary  issues  a 
vinritten  notice  of  proposed  revocation 
and  delisting,  the  notice  will  specify  the 
deficiencies  that  have  not  been  timely 
corrected  and  will  detail  the  manner  in 
which  the  PSO  may  exercise  its 
opportunity  to  be  heard  in  writing  to 
respond  to  the  deficiencies  specified  in 
the  notice. 

(4)  Opportunity  to  be  heard  in  writing 
following  a  notice  of  proposed 
revocation  and  delisting.  The  Secretary 
will  afford  a  PSO  an  opportunity  to  be 
heard  in  writing,  as  specified  in 
paragraph  (a)(4)(i)  of -this  section,  to 
provide  a  substantive  response  to  the 
deficiency  finding(s)  set  forth  in  the 
notice  of  proposed  revocation  and 
delisting. 

(i)  The  notice  of  proposed  revocation 
and  delisting  is  presumed  received  five 
days  after  it  is  sent,  absent  evidence  of 
actual  receipt.  The  Secretary  will 
provide  a  PSO  with  a  period  of  time, 
beginning  with  the  date  of  receipt  of  the 
notice  of  proposed  revocation  and 
delisting  of  which  there  is  evidence,  or 
the  presumed  date  of  receipt  if  there  is 
no  evidence  of  earlier  receipt,  and 
ending  at  midnight  30  calendar  days 
thereafter,  during  which  the  PSO  may 
submit  a  substantive  response  to  the 
deficiency  findings  in  writing. 

(ii)  The  Secretary  will  provide  to  the 
PSO  any  rules  of  procedure  governing 
the  form  or  transmission  of  the  written 
response  to  the  notice  of  proposed 
revocation  and  delisting.  Such  rules 
may  also  be  posted  on  the  AHRQ  PSO 
Web  site  or  published  in  the  Federal 
Register. 

(iii)  If  a  PSO  does  not  submit  a  written 
response  to  the  deficiency  finding(s) 
within  30  calendar  days  of  receipt  of  the 
notice  of  proposed  revocation  and 
delisting,  the  notice  of  proposed 
revocation  becomes  final  as  a  matter  of 
law  and  the  basis  for  Secretarial  action 
under  paragraph  (b)(1)  of  this  section. 

(5)  The  Secretary’s  decision  regarding 
revocation.  The  Secretary  will  review 
the  entire  administrative  record 
pertaining  to  a  notice  of  proposed 
revocation  and  delisting  and  any  written 
materials  submitted  by  the  PSO  under 
paragraph  (a)(4)  of  this  section.  The 
Secretary  may  affirm,  reverse,  or  modify 
the  notice  of  proposed  revocation  and 
delisting  and  will  make  a  determination 
with  respect  to  the  continued  listing  of 
the  PSO. 

(b)  Revocation  of  the  Secretary’s 
acceptance  of  a  PSO’s  certifications — (1) 
Establishing  the  date  and  time  of 
revocation  and  delisting.  When  the 
Secretary  concludes,  in  accordance  with 
a  decision  made  under  paragraphs 
(a)(5),  (e)(3)(iii)  or  (e)(3)(iv)(C)  of  this 
section,  that  revocation  of  the 


acceptance  of  a  PSO’s  certification  is 
warranted  for  its  failure  to  comply  with 
requirements  of  the  Patient  Safety  Act  or 
of  this  Part,  the  Secretary  will  establish 
the  effective  time  and  date  for  such 
prompt  revocation  and  removal  of  the 
entity  from  the  list  of  PSOs,  so  notify 
the  PSO  in  writing,  and  provide  the 
relevant  public  notice  required  by 
§  3.108(d)  of  this  subpart. 

(2)  Required  notification  of  providers 
and  status  of  data,  (i)  Upon  being 
notified  of  the  Secretary’s  action 
pursuant  to  paragraph  (b)(1)  of  this 
section,  the  former  PSO  will  take  all 
reasonable  actions  to  notify  each 
provider,  whose  patient  safety  work 
product  it  collected  or  analyzed,  of  the 
Secretary’s  action(s)  and  the  following 
statutory  information:  Confidentiality 
and  privilege  protections  that  applied  to 
patient  safety  work  product  while  the 
former  PSO  was  listed  continue  to  apply 
after  the  entity  is  removed  from  listing. 
Data  submitted  by  providers  to  the 
former  PSO  for  30  calendar  days 
following  the  date  and  time  on  which 
the  entity  was  removed  from  the  list  of 
PSOs  pursuant  to  paragraph  (b)(1)  of 
this  section  will  have  the  same  status  as 
data  submitted  while  the  entity  was  still 
listed. 

(ii)  Within  15  days  of  being  notified 
of  the  Secretary’s  action  pursuant  to 
paragraph  (b)(1)  of  this  section,  the 
former  PSO  shall  submit  to  the 
Secretary  confirmation  that  it  has  taken 
the  actions  in  paragraph  (b)(2)(i)  of  this 
section. 

(3)  Disposition  of  patient  safety  work 
product  and  data.  Within  90  days 
following  the  effective  date  of 
revocation  and  delisting  pursuant  to 
paragraph  (b)(1)  of  this  section,  the 
former  PSO  will  take  one  or  more  of  the 
following  measures  in  regard  to  patient 
safety  work  product  and  data  described 
in  paragraph  (b)(2)(i)  of  this  section: 

(i)  Transfer  such  patient  safety  work 
product  or  data,  with  the  approval  of  the 
source  from  which  it  was  received,  to  a 
ESO  that  has  agreed  to  receive  such 
patient  safety  work  product  or  data; 

(ii)  Return  such  work  product  or  data 
to  the  source  from  which  it  was 
submitted;  or 

(iii)  If  returning  such  patient  safety 
work  product  or  data  to  its  source  is  not 
practicable,  destroy  such  patient  safety 
work  product  or  data. 

(c)  Voluntary  relinquishment — (1) 
Circumstances  constituting  voluntary 
relinquishment.  A  PSO  will  be 
considered  to  have  voluntarily 
relinquished  its  status  as  a  PSO  if  the 
Secretary  accepts  a  notification  from  a 
PSO  that  it  wishes  to  relinquish 
voluntarily  its  listing  as  a  PSO. 


70804 


Federal  Register / Vol-’  73,  No.  226 /Friday,  November  21,  2008 /Rules  and  Regulations 


(2)  Notification  of  voluntary 
relinquishment.  A  PSO’s  notification  of 
voluntary  relinquishment  to  the 
Secretary  must  include  the  following: 

(i)  An  attestation  that  alt  reasonable 
efforts  have  been  made,  or  will  have 
been  made  by  a  PSO  within  15  calendar 
days  of  this  statement,  to  notify  the 
sources  from  which  it  received  patient 
safety  work  product  of  the  PSO’s 
intention  to  cease  PSO  operations  and 
activities,  to  relinquish  voluntarily  its 
status  as  a  PSO,  to  request  that  these 
other  entities  cease  reporting  or 
submitting  any  further  information  to 
the  PSO  as  soon  as  possible,  and  inform 
them  that  any  information  reported  after 
the  effective  date  and  time  of  delisting 
that  the  Secretary  sets  pursuant  to 
paragraph  (c)(3)  of  this  section  will  not 
be  protected  as  patient  safety  work 
product  under  the  Patient  Safety  Act. 

(ii)  An  attestation  that  the  entity  has 
established  a  plan,  or  within  15 
calendar  days  of  this  statement,  will 
have  made  all  reasonable  efforts  to 
establish  a  plan,  in  consultation  with 
the  sources  from  which  it  received 
patient  safety  work  product,  that 
provides  for  the  disposition  of  the 
patient  safety  work  product  held  by  the 
PSO  consistent  with,  to  the  extent 
practicable,  the  statutory  options  for 
disposition  of  patient  safety  work 
product  as  set  out  in  paragraph  (b)(3)  of 
this  section;  and 

(iii)  Appropriate  contact  information 
for  further  communications  from  the 
Secretary. 

(3)  Response  to  notification  of 
voluntary  relinquishment,  (i)  After  a 
PSO  provides  the  notification  required 
by  paragraph  (c)(2)  of  this  section,  the 
Secretary  will  respond  in  writing  to  the 
entity  indicating  whether  the  proposed 
voluntary  relinquishment  of  its  PSO 
status  is  accepted.  If  the  voluntary 
relinquishment  is  accepted,  the 
Secretary’s  response  will  indicate  an 
effective  date  and  time  for  the  entity’s 
removal  from  the  list  of  PSOs  and  will 
provide  public  notice  of  the  voluntary 
relinquishment  and  the  effective  date 
and  time  of  the  delisting,  in  accordance 
with  §  3.108(d)  of  this  subpart. 

(ii)  If  the  Secretary  receives  a 
notification  of  voluntary  relinquishment 
during  or  immediately  after  revocation 
proceedings  for  cause  under  paragraphs 
(a)(4)  and  (a)(5)  of  this  section,  the 
Secretary,  as  a  matter  of  discretion,  may 
accept  voluntary  relinquishment  in 
accordance  with  the  preceding 
paragraph  or  decide  not  to  accept  the 
entity’s  proposed  voluntary 
relinquishment  and  proceed  with  the 
revocation  for  cause  and  delisting 
pursuant  to  paragraph  (b)(1)  of  this 
section. 


(4)  Non-applicability  of  certain 
procedures  and  requirements,  (i)  A 
decision  by  the  Secretary  to  accept  a 
request  by  a  PSO  to  relinquish 
voluntarily  its  status  as  a  PSO  pursuant 
to  paragraph  (c)(2)  of  this  section  does 
not  constitute  a  determination  of  a 
deficiency  in  PSO  compliance  with  the 
Patient  Safety  Act  or  with  this  Subpart. 

(ii)  The  procedures  and  requirements 
of  §  3.108(a)  of  this  subpart  regarding 
deficiencies  including  the  opportunity 
to  correct  deficiencies  and  to  be  heard 
in  writing,  and  the  procedures  and 
requirements  of  §  3-.  108(b)  are  not 
applicable  to  determinations  of  the 
Secretary  made  pursuant  to  this 
subsection. 

(d)  Public  notice  of  delisting  regarding 
removal  from  listing.  If  the  Secretary 
removes  an  entity  from  the  list  of  PSOs 
following  revocation  of  acceptance  of 
the  entity’s  certification  pursuant  to 

§  3.108(b)(1),  voluntary  relinquishment 
pursuant  to  §  3.108(c)(3),  or  expiration 
of  an  entity’s  period  of  listing  pursuant 
to  §  3.104(e)(1),  the  Secretary  will 
promptly  publish  in  the  Federal 
Register  and  on  the  AHRQ  PSO  website, 
or  in  a  comparable  future  form  of  public 
notice,  a  notice  of  the  actions  taken  and 
the  effective  dates. 

(e)  Expedited  revocation  and 
delisting — (1)  Basis  for  expedited 
revocation.  Notwithstanding  any  other 
provision  of  this  section,  the  Secretary 
may  use  the  expedited  revocation 
process  described  in  paragraph  (e)(3)  of 
this  section  if  he  determines — 

(1)  The  PSO  is  not  in  compliance  with 
this  Part  because  it  is  or  is  about  to 
become  an  entity  described  in 

§  3.102(a)(2).  • 

(ii)  The  parent  organization  of  the 
PSO  is  an  entity  described  in 

§  3.102(a)(2)  and  requires  or  induces 
health  care  providers  to  report  patient 
safety  work  product  to  its  component 
PSO;  or 

(iii)  The  circumstances  for  revocation 
in  paragraph  (a)(1)  of  this  section  exist, 
and  the  Secretary  has  determined  that 
there  would  be  serious  adverse 
consequences  if  the  PSO  were  to  remain 
listed. 

(2)  Applicable  provisions.  If  the 
Secretary  uses  the  expedited  revocation 
process  described  in  paragraph  (e)(3)  of 
this  section,  the  procedures  in 
paragraphs  (a)(2)  through  (5)  of  this 
section  shall  not  apply  and  paragraph 
(a)(1)  and  paragraphs  (b)  and  (d)  of  this 
section  shall  apply. 

(3)  Expedited  revocation  process,  (i) 
The  SecretcU'y  must  send  the  PSO  a 
written  notice  of  deficiency  that: 

(A)  Identifies  the  evidence  that  the 
circumstances  for  revocation  and 
delisting  under  paragraph  (a)(1)  of  this 


section  exist,  and  any  corrective  action 
that  the  PSO  must  take  if  the  Secretary 
determines  that  corrective  action  may 
resolve  the  matter  so  that  the  entity 
would  not  be  delisted;  and 

(B)  Provides  an  opportunity  for  the 
PSO  to  respond  in  writing  to  correct  the 
facts  or  the  legal  bases  for  delisting 
found  in  the  notice,  and  to  offer  any 
other  grounds  for  its  not  being  delisted. 

(ii)  The  notice  of  deficiency  will  be 
presumed  to  be  received  five  days  after 
it  is  sent,  absent  evidence  of  the  actual 
receipt  date. 

(iii)  If  the  PSO  does  not  submit  a 
written  response  to  the  Secretary  within 
14  calendar  days  of  actual  or 
constructive  receipt  of  such  notice, 
whichever  is  longer,  the  Secretary  may 
revoke  his  acceptance  of  the  PSO’s 
certifications  and  remove  the  entity 
from  the  list  of  PSOs. 

(iv)  If  the  PSO  responds  in  writing 
within  the  required  14-day  time  period, 
the  Secretary  may  take  any  of  the 
following  actions: 

(A)  Withdraw  the  notice  of  deficiency; 

(B)  Provide  the  PSO  with  more  time 
to  resolve  the  matter  to  the  Secretary’s 
satisfaction;  or 

(C)  Revoke  his  acceptance  of  the 
PSO’s  certifications  and  remove  the 
entity  from  the  list  of  PSOs. 

§  3.1 1 0  Assessment  of  PSO  compliance. 

The  Secretary  may  request 
information  or  conduct  announced  or 
unannounced  reviews  of,  or  site  visits 
to,  PSOs,  to  assess  or  verify  PSO 
compliance  with  the  requirements  of 
this  subpart  and  for  these  purposes  will 
be  allowed  to  inspect  the  physical  or 
virtual  sites  maintained  or  controlled  by 
the  PSO.  The  Secretary  will  be  allowed 
to  inspect  and/or  be  given  or  sent  copies 
of  any  PSO  records  deemed  necessary 
and  requested  by  the  Secretary  to 
implement  the  provisions  of  this 
subpart.  Such  PSO  records  may  include 
patient  safety  work  product  in 
accordance  with  §  3.206(d)  of  this  part. 

§  3.1 1 2  Submissions  and  forms. 

(a)  Forms  referred  to  in  this  subpart 
may  be  obtained  on  the  PSO  Web  site 
(http  J/w'H'w.pso.ahrq.gov)  maintained 
for  the  Secretary  by  AHRQ  or  a 
successor  agency  or  on  successor 
publication  technology  or  by  requesting 
them  in  writing  by  e-mail  at 
pso@ahrq.hhs.gov,  or  by  mail  from  the 
Agency  for  Healthcare  Research  and 
Quality,  CQuIPS,  PSO  Liaison,  540 
Gaither  Road,  Rockville,  MD  20850.  A 
form  (including  any  required 
attachments)  must  be  submitted  in 
accordance  with  the  accompanying 
instructions. 
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(b)  Information  submitted  to  AHRQ  in 
writing,  but  not  required  to  be  on  or 
attached  to  a  form,  and  requests  for 
information  from  AHRQ,  may  be 
submitted  by  mail  or  other  delivery  to 
the  Agency  for  Healthcare  Research  and 
Quality,  CQuIPS,  PSO  Liaison,  540 
Gaither  Road,  Rockville,  MD  20850,  by 
facsimile  at  (301)  427-1341,  or  by  e-mail 
at  pso@ahrq.hhs.gov. 

(c)  If  a  submission  to  the  Secretary  is 
incomplete  or  additional  information  is 
needed  to  allow  a  determination  to  be 
made  under  this  subpart,  the  submitter 
will  be  notified  if  any  additional 
information  is  required. 

Subpart  C — Confidentiality  and 
Privilege  Protections  of  Patient  Safety 
Work  Product 

§  3.204  Privilege  of  patient  safety  work 
product. 

(a)  Privilege.  Notwithstanding  any 
other  provision  of  Federal,  State,  local, 
or  Tribal  law  and  subject  to  paragraph 

(b)  of  this  section  and  §  3.208  of  this 
subpart,  patient  safety  work  product 
shall  be  privileged  and  shall  not  be: 

(1)  Subject  to  a  Federal,  State,  local, 
or  Tribal  civil,  criminal,  or 
administrative  subpoena  or  order, 
including  in  a  Federal,  State,  local,  or 
Tribal  civil  or  administrative 
disciplinary  proceeding  against  a 
provider: 

(2)  Subject  to  discovery  in  connection 
with  a  Federal,  State,  local,  or  Tribal 
civil,  criminal,  or  administrative 
proceeding,  including  in  a  Federal, 

State,  local,  or  Tribal  civil  or 
administrative  disciplinary  proceeding 
against  a  provider; 

(3)  Subject  to  disclosure  pursuant  to 
section  552  of  Title  5,  United  States 
Code  (commonly  known  as  the  Freedom 
of  Information  Act)  or  any  other  similar 
Federal,  State,  local,  or  Tribal  law; 

(4)  Admitted  as  evidence  in  any 
Federal,  State,  local,  or  Tribal 
governmental  civil  proceeding,  criminal 
proceeding,  administrative  rulemaking 
proceeding,  or  administrative 
adjudicatory  proceeding,  including  any 
such  proceeding  against  a  provider;  or 

(5)  Admitted  in  a  professional 
disciplinary  proceeding  of  a 
professional  disciplinary  body 
established  or  specifically  authorized 
under  State  law. 

(b)  Exceptions  to  privilege.  Privilege 
shall  not  apply  to  (and  shall  not  be 
construed  to  prohibit)  one  or  more  of 
the  following  disclosures: 

(1)  Disclosure  of  relevant  patient 
■safety  work  product  for  use  in  a 
criminal  proceeding,  subject  to  the 
conditions  at  §  3.206(b)(1)  of  this 
subpart. 


(2)  Disclosure  to  the  extent  required  to 
permit  equitable  relief  subject  to  the 
conditions  at  §  3.206(b)(2)  of  this 
subpart. 

(3)  Disclosure  pursuant  to  provider 
authorizations  subject  to  the  conditions 
at  §  3.206(b)(3)  of  this  subpart. 

(4)  Disclosure  of  non-identifiable 
patient  safety  work  product  subject  to 
the  conditions  at  §  3.206(b)(5)  of  this 
subpart. 

(c)  Implementation  and  enforcement 
by  the  Secretary.  Privilege  shall  not 
apply  to  (and  shall  not  be  construed  to 
prohibit)  disclosures  of  relevant  patient 
safety  work  product  to  or  by  the 
Secretary  if  such  patient  safety  work 
product  is  needed  to  investigate  or 
determine  compliance,  or  to  seek  or 
impose  civil  money  penalties,  wjth 
respect  to  this  part  or  the  HIPAA 
Privacy  Rule,  or  to  make  or  support 
decisions  with  respect  to  listing  of  a 
PSO. 

§  3.206  Confidentiality  of  patient  safety 
work  product. 

(a)  Confidentiality.  Subject  to 
paragraphs  (b)  through  (e)  of  this 
section,  and  §§  3.208  and  3.210  of  this 
subpart,  patient  safety  work  product 
shall  be  confidential  and  shall  not  be 
disclosed. 

(b)  Exceptions  to  confidentiality.  The 
confidentiality  provisions  shall  not 
apply  to  (and  shall  not  be  construed  to 
prohibit)  one  or  more  of  the  following 
disclosures: 

(1)  Disclosure  in  criminal 
proceedings.  Disclosure  of  relevant 
patient  safety  work  product  for  use  in  a 
criminal  proceeding,  but  only  after  a 
court  makes  an  in-camera  determination 
that: 

(1)  Such  patient  safety  work  product 
contains  evidence  of  a  criminal  act; 

(ii)  Such  patient  safety  work  product 
is  material  to  the  proceeding;  and 

(iii)  Such  patient  safety  work  product 
is  not  reasonably  available  from  any 
other  source. 

(2)  Disclosure  to  permit  equitable 
relief  for  reporters.  Disclosure  of  patient 
safety  work  product  to  the  extent 
required  to  permit  equitable  relief  under 
section  922  (f)(4)(A)  of  the  Public  Health 
Service  Act,  provided  the  court  or 
administrative  tribunal  has  issued  a 
protective  order  to  protect  the 
confidentiality  of  the  patient  safety 
work  product  in  the  course  of  the 
proceeding. 

(3)  Disclosure  authorized  by  identified 
providers,  (i)  Disclosure  of  identifiable 
patient  safety  work  product  consistent 
with  a  valid  authorization  if  such 
authorization  is  obtained  from  each 
provider  identified  in  such  work 


product  prior  to  disclosure.  A  valid 
authorization  must: 

(A)  Be  in  writing  and  signed  by  the 
provider  from  whom  authorization  is 
sought;  and 

(B)  Contain  sufficient  detail  to  fairly 
inform  the  provider  of  the  nature  and 
scope  of  the  disclosures  being 
authorized; 

(ii)  A  valid  authorization  must  be 
retained  by  the  disclosing  entity  for  six 
years  from  the  date  of  the  last  disclosure 
made  in  reliance  on  the  authorization 
and  made  available  to  the  Secretary 
upon  request. 

(4)  Disclosure  for  patient  safety 
activities — (i)  Disclosure  between  a 
provider  and  a  PSO.  Disclosure  of 
patient  safety  work  product  for  patient 
safety  activities  by  a  provider  to  a  PSO 
or  by  a  PSO  to  that  disclosing  provider. 

(ii)  Disclosure  to  a  contractor  of  a 
provider  or  a  PSO.  A  provider  or  a  PSO 
may  disclose  patient  safety  work 
product  for  patient  safety  activities  to  an 
entity  with  which  it  has  contracted  to 
undertake  patient  safety  activities  on  its 
behalf.  A  contractor  receiving  patient 
safety  work  product  for  patient  .safety 
activities  may  not  further  disclose 
patient  safety  work  product,  except  to 
the  provider  or  PSO  with  which  it  is 
contracted. 

(iii)  Disclosure  among  affiliated 
providers.  Disclosure  of  patient  safety 
work  product  for  patient  safety  activities 
by  a  provider  to  an  affiliated  provider. 

(iv)  Disclosure  to  another  PSO  or 
provider.  Disclosure  of  patient  safety 
work  product  for  patient  safety  activities 
by  a  PSO  to  another  PSO  or  to  another 
provider  that  has  reported  to  the  PSO, 
or,  except  as  otherwise  permitted  in 
paragraph  (b)(4)(iii)  of  this  section,  by  a 
provider  to  another  provider,  provided: 

(A)  The  following  direct  identifiers  of 
any  providers  and  of  affiliated 
organizations,  corporate  parents, 
subsidiaries,  practice  partners, 
employers,  members  of  the  workforce, 
or  household  members  of  such 
providers  are  removed: 

(1)  Names: 

(2)  Postal  address  information,  other 
than  town  or  city.  State  and  zip  code; 

(J)  Telephone  numbers: 

(4)  Fax  numbers; 

(5)  Electronic  mail  addresses; 

(6)  Social  security  numbers  or 
taxpayer  identification  numbers; 

(7)  Provider  or  practitioner 
credentialing  or  DEA  numbers; 

(8)  National  provider  identification 
number: 

(9)  Certificate/license  numbers; 

(10)  Web  Universal  Resource  Locators 
(URLs): 

(11)  Internet  Protocol  (IP)  address 
numbers; 
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(12)  Biometric  identifiers,  including 
finger  and  voice  prints;  and 

(13)  Full  face  photographic  images 
and  any  comparable  images;  and 

(B)  With  respect  to  any  individually 
identifiable  health  information  in  such 
patient  safety  work  product,  the  direct 
identifiers  listed  at  45  CFR  164.514(e)(2) 
have  been  removed. 

.  (5)  Disclosure  of  nonidentifiable 
patient  safety  work  product.  Disclosure 
of  nonidentifiable  patient  safety  work 
product  when  patient  safety  work 
product  meets  the  standard  for 
nonidentification  in  accordance  with 
§  3.212  of  this  subpart. 

(6)  Disclosure  for  research,  (i) 
Disclosure  of  patient  safety  work 
product  to  persons  carrying  out 
research,  evaluation  or  demonstration 
projects  authorized,  funded,  certified,  or 
otherwise  sanctioned  by  rule  or  other 
means  by  the  Secretary,  for  the  purpose 
of  conducting  research. 

(ii)  If  the  patient  safety  work  product 
disclosed  pursuant  to  paragraph  (b)(6)(i) 
of  this  section  is  by  a  HIPAA  covered 
entity  as  defined  at  45  CFR  160.103  and 
contains  protected  health  information  as 
defined  by  the  HIPAA  Privacy  Rule  at 
45  CFR  160.103,  such  patient  safety 
work  product  may  only  be  disclosed 
under  this  exception  in  the  same 
manner  as  would  be  permitted  under 
the  HIPAA  Privacy  Rule. 

(7)  Disclosure  to  the  Food  and  Drug 
Administration  (FDA)  and  entities 
required  to  report  to  FDA.  (i)  Disclosure 
by  a  provider  of  patient  safety  work 
product  concerning  an  FDA-regulated 
product  or  activity  to  the  FDA,  an  entity 
required  to  report  to  the  FDA 
concerning  the  quality,  safety,  or 
effectiveness  of  an  FDA-regulated 
product  or  activity,  or  a  contractor 
acting  on  behalf  of  FDA  or  such  entity 
for  these  purposes. 

(ii)  Any  person  permitted  to  receive 
patient  safety  work  product  pursuant  to 
paragraph  (b)(7)(i)  of  this  section  may 
only  further  disclose  such  patient  safety 
work  product  for  the  purpose  of 
evaluating  the  quality,  safety,  or 
effectiveness  of  that  product  or  activity 
to  another  such  person  or  the  disclosing 
provider. 

(8)  Voluntary  disclosure  to  an 
accrediting  body,  (i)  Voluntary 
disclosure  by  a  provider  of  patient 
safety  work  product  to  an  accrediting 
body  that  accredits  that  provider, 
provided,  with  respect  to  any  identified 
provider  other  than  the  provider  making 
the  disclosure: 

(A)  The  provider  agrees  to  the 
disclosure;  or 

(B)  The  identifiers  at 

§  3.206(b)(4)(iv)(A)  are  removed. 


(ii)  An  accrediting  body  may  not 
further  disclose  patient  safety  work 
product  it  receives  pursuant  to 
paragraph  (b)(8)(i)  of  this  section. 

(iii)  An  accrediting  body  may  not  take 
an  accrediting  action,  against  a  provider 
based  on  a  good  faith  participation  of 
the  provider  in  the  collection, 
development,  reporting,  or  maintenance 
of  patient  safety  work  product  in 
accordance  with  this  Part.  An 
accrediting  body  may  not  require  a 
provider  to  reveal  its  communications 
with  any  PSO. 

(9)  Disclosure  for  business  operations. 

(i)  Disclosure  of  patient  safety  work 
product  by  a  provider  or  a  PSO  for 
business  operations  to  attorneys, 
accountants,  and  other  professionals. 
Such  contractors  may  not  further 
disclose  patient  safety  work  product, 
except  to  the  entity  from  which  they 
received  the  information. 

(ii)  Disclosure  of  patient  safety  work 
product  for  such  other  business 
operations  that  the  Secretary  may 
prescribe  by  regulation  as  consistent 
with  the  goals  of  this  part. 

(10)  Disclosure  to  law  enforcement,  (i) 
Disclosure  of  patient  safety  work 
product  to  an  appropriate  law 
enforcement  authority  relating  to  an 
event  that  either  constitutes  the 
commission  of  a  crime,  or  for  which  the 
disclosing  person  reasonably  believes 
constitutes  the  commission  of  a  crime, 
provided  that  the  disclosing  person 
believes,  reasonably  under  the 
circumstances,  that  the  patient  safety 
work  product  that  is  disclosed  is 
necessary  for  criminal  law  enforcement 
purposes. 

(11)  Law  enforcement  personnel 
receiving  patient  safety  work  product 
pursuant  to  paragraph  (b)(10)(i)  of  this 
section  only  may  disclose  that  patient 
safety  work  product  to  other  law 
enforcement  authorities  as  needed  for 
law  enforcement  activities  related  to  the 
event  that  gave  rise  to  the  disclosure 
under  paragraph  (b)(10)(i)  of  this 
section. 

(c)  Safe  harbor.  A  provider  or 
responsible  person,  but  not  a  PSO,  is  not 
considered  to  have  violated  the 
requirements  of  this  subpart  if  a  member 
of  its  workforce  discloses  patient  safety 
work  product,  provided  that  the 
disclosure  does  not  include  materials, 
including  oral  statements,  that; 

(1)  Assess  the  quality  of  care  of  an 
identifiable  provider;  or 

(2)  Describe  or  pertain  to  one  or  more 
actions  or  failures  to  act  by  an 
identifiable  provider. 

(d)  Implementation  and  enforcement 
by  the  Secretary.  The  confidentiality 
provisions  shall  hot  apply  to  (and  shall 
not  be  construed  to  prohibit)  disclosures 


of  relevant  patient  safety  work  product 
to  or  by  the  Secretary  if  such  patient 
safety  work  product  is  needed  to 
investigate  or  determine  compliance  or 
to  seek  or  impose  civil  money  penalties, 
with  respect  to  this  part  or  the  HIPAA 
Privacy  Rule,  or  to  make  or  support 
decisions  with  respect  to  listing  of  a 
PSO. 

(e)  No  limitation  on  authority  to  limit 
or  delegate  disclosure  or  use.  Nothing  in 
subpart  C  of  this  part  shall  be  construed 
to  limit  the  authority  of  any  person  to 
enter  into  a  contract  requiring  greater 
confidentiality  or  delegating  authority  to 
make  a  disclosure  or  use  in  accordance 
with  this  subpart. 

§  3.208  Continued  protection  of  patient 
safety  work  product. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  patient  safety  work 
product  disclosed  in  accordance  with 
this  subpart,  or  disclosed 
impermissibly,  shall  continue  to  be 
privileged  and  confidential. 

(b) (1)  Patient  safety  work  product 
disclosed  for  use  in  a  criminal 
proceeding  pursuant  to  section 
922(c)(1)(A)  of  the  Public  Health  Service 
Act,  42  U.S.C.  299b-22(c)(l)(A),  and/or 
pursuant  to  §  3.206(b)(1)  of  this  subpart 
continues  to  be  privileged,  but  is  no 
longer  confidential. 

(2)  Non-identifiable  patient  safety 
vvork  product  that  is  disclosed  is  no 
longer  privileged  or  confidential  and  not 
subject  to  the  regulations  under  this 
part. 

(3)  Paragraph  (b)  of  this  section 
applies  only  to  the  specific  patient 
safety  work  product  disclosed. 

§  3.21 0  Required  disclosure  of  patient 
safety  work  product  to  the  Secretary. 

Notwithstanding  any  other  provision 
in  this  part,  providers,  PSOs,  and 
responsible  persons  must  disclose 
patient  safety  work  product  upon 
request  by  the  Secretary  when  the 
Secretary  determines  such  patient  safety 
work  product  is  needed  to  investigate  or 
determine  compliance  or  to  seek  or 
impose  civil  money  penalties,  with 
respect  to  this  part  or  the  HIPAA 
Privacy  Rule,  or  to  make  or  support 
decisions  with  respect  to  listing  of  a 
PSO. 

§  3.21 2  Nonidentification  of  patient  safety 
work  product. 

(a)  Patient  safety  work  product  is 
nonidentifiable  with  respect  to  a 
particular  identified  provider  or  a 
particular  identified  reporter  if: 

(1)  A  person  with  appropriate 
knowledge  of  and  experience  with 
generally  accepted  statistical  and 
scientific  principles  and  methods  for 
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rendering  information  not  individually 
identifiable: 

(1)  Applying  such  principles  and 
methods,  determines  that  the  risk  is 
very  small  that  the  information  could  be 
used,  alone  or  in  combination  with 
other  reasonably  available  information, 
by  an  anticipated  recipient  to  identify 
an  identified  provider  or  reporter;  and 

(ii)  Documents  the  methods  and 
results  of  the  analysis  that  justify  such 
determination:  or 

(2) (i)  The  following  identifiers  of  such 
provider  or  reporter  and  of  affiliated 
organizations,  corporate  parents, 
subsidiaries,  practice  partners, 
employers,  members  of  the  workforce, 
or  household  members  of  such 
providers  or  reporters  are  removed: 

(A)  The  direct  identifiers  listed  at 
§3.206(b)(4)(iv)(A)(J)  through  [13]  of 
this  subpart: 

(B)  Geographic  subdivisions  smaller 
than  a  State,  including  street  address, 
city,  county,  precinct,  zip  code  and 
equivalent  geocodes,  except  for  the 
initial  three  digits  of  a  zip  code  if, 
according  to  the  current  publicly 
available  data  from  the  Bureau  of  the 
Census,  the  geographic  unit  formed  by 
combining  all  zip  codes  with  the  same 
three  initial  digits  contains  more  than 
20,000  people; 

(C)  All  elements  of  dates  (except  year) 
for  dates  directly  related  to  a  patient 
safety  incident  or  event;  and 

(D)  Any  other  unique  identifying 
number,  characteristic,  or  code  except 
as  permitted  for  re-identification;  and 

(li)  The  provider,  PSO  or  responsible 
person  making  the  disclosure  does  not 
have  actual  knowledge  that  the 
information  could  be  used,  alone  or  in 
combination  with  other  information  that 
is  reasonably  available  to  the  intended 
recipient,  to  identify  the  particular 
provider  or  reporter. 

(3)  Re-identification.  A  provider,  PSO, 
or  responsible  person  may  assign  a  code 
or  other  means  of  record  identification 
to  allow  information  made 
nonidentifiable  under  this  section  to  be 
re-identified  by  such  provider,  PSO,  or 
responsible  person,  provided  that: 

(i)  The  code  or  other  means  of  record 
identification  is  not  derived  from  or 
related  to  information  about  the 
provider  or  reporter  and  is  not 
otherwise  capable  of  being  translated  so 
as  to  identify  the  provider  or  reporter: 
and 

(ii)  The  provider,  PSO,  or  responsible 
person  does  not  use  or  disclose  the  code 
or  other  means  of  record  identification 
for  any  other  purpose,  and  does  not 
disclose  the  mechanism  for  re¬ 
identification. 

(b)  Patient  safety  work  product  is  non¬ 
identifiable  with  respect  to  a  particular 


patient  only  if  the  individually 
identifiable  health  information 
regarding  that  patient  is  de-identified  in 
accordance  with  the  HIPAA  Privacy 
Rule  standard  and  implementation 
specifications  for  the  de-identification  at 
45  CFR  164.514(a)  through  (c). 

Subpart  D — Enforcement  Program 

§  3.304  Principles  for  achieving 
compliance. 

(a)  Cooperation.  The  Secretary  will,  to 
the  extent  practicable,  seek  the 
cooperation  of  providers,  PSOs,  and 
responsible  persons  in  obtaining 
compliance  with  the  applicable 
confidentiality  provisions. 

(b)  Assistance.  The  Secretary  may 
provide  technical  assistance  to 
providers,  PSOs,  and  responsible 
persons  to  help  them  comply 
voluntarily  with  the  applicable 
confidentiality  provisions. 

§  3.306  Complaints  to  the  Secretary. 

(a)  Right  to  file  a  complaint.  A  person 
who  believes  that  patient  safety  work 
product  has  been  disclosed  in  violation 
of  the  confidentiality  provisions  may 
file  a  complaint  with  the  Secretary. 

(b)  Requirements  for  filing 
complaints.  Complaints  under  this 
section  must  meet  the  following 
requirements: 

(1)  A  complaint  must  be  filed  in 
writing,  either  on  paper  or 
electronically. 

(2)  A  complaint  must  name  the  person 
that  is  the  subject  of  the  complaint  and 
describe  the  act(s)  believed  to  be  in 
violation  of  the  applicable 
confidentiality  provision(s). 

(3)  A  complaint  must  be  filed  within 
180  days  of  when  the  complainant  knew 
or  should  have  known  that  the  act 
complained  of  occurred,  unless  this 
time  limit  is  waived  by  the  Secretary  for 
good  cause  shown. 

(4)  The  Secretary  may  prescribe 
additional  procedures  for  the  filing  of 
complaints,  as  well  as  the  place  and 
manner  of  filing,  by  notice  in  the 
Federal  Register. 

(c)  Investigation.  The  Secretary  may 
investigate  complaints  filed  under  this 
section.  Such  investigation  may  include 
a  review  of  the  pertinent  policies, 
procedures,  or  practices  of  the 
respondent  and  of  the  circumstances 
regarding  any  alleged  violation.  At  the 
time  of  initial  written  communication 
with  the  respondent  about  the 
complaint,  the  Secretary  will  describe 
the  act(s)  that  are  the  basis  of  the 
complaint. 

§3.308  Compliance  reviews. 

The  Secretary  may  conduct 
compliance  reviews  to  determine 


whether  a  respondent  is  complying  with 
the  applicable  confidentiality 
provisions. 

§  3.31 0  Responsibilities  of  respondents. 

(a)  Provide  records  and  compliance 
reports.  A  respondent  must  keep  such 
records  and  submit  such  compliance 
reports,  in  such  time  and  manner  and 
containing  such  information,  as  the 
Secretary  may  determine  to  be  necessary 
to  enable  the  Secretary  to  ascertain 
whether  the  respondent  has  complied  or 
is  complying  with  the  applicable 
confidentiality  provisions. 

(b)  Cooperate  with  complaint 
investigations  and  compliance  reviews. 

A  respondent  must  cooperate  with  the 
Secretary,  if  the  Secretary  undertakes  an 
investigation  or  compliance  review  of 
the  policies,  procedures,  or  practices  of 
the  respondent  to  determine  whether  it 
is  complying  with  the  applicable 
confidentiality  provisions. 

(c)  Permit  access  to  information.  (1)  A 
respondent  must  permit  access  by  the 
Secretary  during  normal  business  hours 
to  its  facilities,  books,  records,  accounts, 
and  other  sources  of  information, 
including  patient  safety  work  product, 
that  are  pertinent  to  ascertaining 
compliance  with  the  applicable 
confidentiality  provisions.  If  the 
Secretary  determines  that  exigent 
circumstances  exist,  such  as  when 
documents  may  be  hidden  or  destroyed, 
a  respondent  must  permit  access  by  the 
Secretary  at  any  time  and  without 
notice. 

(2)  ff  any  information  required  of  a 
respondent  under  this  section  is  in  the 
exclusive  possession  of  any  other 
agency,  institution,  or  person,  and  the 
other  agency,  institution,  or  person  fails 
or  refuses  to  furnish  the  information,  the 
respondent  must  so  certify  and  set  forth 
what  efforts  it  has  made  to  obtain  the 
information. 

§3.312  Secretarial  action  regarding 
complaints  and  compliance  reviews. 

(a)  Resolution  when  noncompliance  is 
indicated.  (1)  If  an  investigation  of  a 
complaint  pursuant  to  §  3.306  of  this 
subpart  or  a  compliance  review 
pursuant  to  §  3.308  of  this  subpart 
indicates  noncompliance,  the  Secretary 
may  attempt  to  reach  a  resolution  of  the 
matter  satisfactory  to  the  Secretary  by 
informal  means.  Informal  means  may 
include  demonstrated  compliance  or  a 
completed  corrective  action  plan  or 
other  agreement. 

(2)  If  the  matter  is  resolved  by 
informal  means,  the  Secretary  will  so 
inform  the  respondent  and,  if  the  matter 
arose  from  a  complaint,  the 
complainant,  in  writing. 
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(3)  If  the  matter  is  not  resolved  by 
informal  means,  the  Secretary  will — 

(1)  So  inform  the  respondent  and 
provide  the  respondent  an  opportunity 
to  submit  written  evidence  of  any 
mitigating  factors.  The  respondent  must 
submit  any  evidence  to  the  Secretary 
within  30  days  (computed  in  the  same 
manner  as  prescribed  under  §  3.526  of 
this  subpart)  of  receipt  of  such 
notification;  and 

(ii)  If,  following  action  pursuant  to 
paragraph  {a)(3)(i)  of  this  section,  the 
Secretary  decides  that  a  civil  money 
penalty  should  be  imposed,  inform  the 
respondent  of  such  finding  in  a  notice 
of  proposed  determination  in 
accordance  with  §  3.420  of  this  subpart. 

(b)  Resolution  when  no  violation  is 
found.  If,  after  an  investigaticwi  pursuant 
to  §  3.306  of  this  subpart  or  a 
compliance  review  pursuant  to  §  3.308 
of  this  subpart,  the  Secretary  determines 
that  further  action  is  not  warranted,  the 
Secretary  will  so  inform  the  respondent 
and,  if  the  matter  arose  from  a 
complaint,  the  complainant,  in  writing. 

(c)  Uses  and  disclosures  of  ‘ 
information  obtained.  (1)  Identifiable 
patient  safety  work  product  obtained  by 
the  Secretary  in  connection  with  an 
investigation  or  compliance  review 
under  this  subpart  will  not  be  disclosed 
by  the  Secretary,  except  in  accordance 
with  §  3.206(d)  of  this  subpart,  or  if 
otherwise  permitted  by  this  part  or  the 
Patient  Safety  Act. 

(2)  Except  as  provided  for  in 
paragraph  (c)(1)  of  this  section, 
information,  including  testimony  and 
other  evidence,  obtained  by  the 
Secretary  in  connection  with  an 
investigation  or  compliance  review 
under  this  subpart  may  be  used  by  HHS 
in  any  of  its  activities  and  may  be  used 
or  offered  into  evidence  in  any 
administrative  or  judicial  proceeding. 

§3.314  Investigational  subpoenas  and 
inquiries. 

(a)  The  Secretary  may  issue 
subpoenas  in  accordance  with  42  U.S.C. 
405(d)  and  (e),  and  1320a-7a(j),  to 
require  the  attendance  and  testimony  of 
witnesses  and  the  production  of  any 
other  evidence  including  patient  safety 
work  product  during  an  investigation  or 
compliance  review  pursuant  to  this  part. 

(1)  A  subpoena  issued  under  this 
paragraph  must — 

(i)  State  the  name  of  the  person 
(including  the  entity,  if  applicable)  to 
whom  the  subpoena  is  addressed; 

(ii)  State  the  statutory  authority  for 
the  subpoena; 

(iii)  Indicate  the  date,  time,  and  place 
that  the  testimony  will  take  place; 


(iv)  Include  a  reasonably  specific 
description  of  any  documents  or  items 
required  to  be  produced;  and 

(v)  If  the  subpoena  is  addressed  to  an 
entity,  describe  with  reasonable 
particularity  the  subject  matter  on 
which  testimony  is  required.  In  that 
event,  the  entity  must  designate  one  or 
more  natural  persons  who  will  testify  on 
its  behalf,  and  must  state  as  to  each  such 
person  that  person’s  name  and  address 
and  the  matters  on  which  he  or  she  will 
testify.  The  designated  person  must 
testify  as  to  matters  known  or 
reasonably  available  to  the  entity. 

(2)  A  subpoena  under  this  section 
must  be  served  by — 

(i)  Delivering  a  copy  to  the  natural 
person  named  in  the  subpoena  or  to  the 
entity  named  in  the  subpoena  at  its  last 
principal  place  of  business;  or 

(ii)  Registered  or  certified  mail 
addressed  to  the  natural  person  at  his  or 
her  last  known  dwelling  place  or  to  the 
entity  at  its  la.st  known  principal  place 
of  business. 

(3)  A  verified  return  by  the  natural 
person  serving  the  subpoena  setting 
forth  the  manner  of  service  or,  in  the 
case  of  service  by  registered  or  certified 
mail,  the  signed  return  post  office 
receipt,  constitutes,  proof  of  service. 

(4)  Witnesses  are  entitled  to  the  same 
fees  and  mileage  as  witnesses  in  the 
district  courts  of  the  United  States  (28 
U.S.C.  1821  and  1825).  Fees  need  not  be 
paid  at  the  time  the  subpoena  is  served. 

(5)  A  subpoena  under  this  section  is 
enforceable  through  the  district  court  of 
the  United  States  for  the  district  where 
the  subpoenaed  natural  person  resides 
or  is  found  or  where  the  entity  transacts 
business. 

(b)  Investigational  inquiries  are  non¬ 
public  investigational  proceedings 
conducted  by  the  Secretary. 

(1)  Testimony  at  investigational 
inquiries  will  be  taken  under  oath  or 
affirmation. 

(2)  Attendance  of  non-witnesses  is 
discretionary  with  the  Secretary,  except 
that  a  witness  is  entitled  to  be 
accompanied,  represented,  and  advised 
by  an  attorney. 

(3)  Representatives  of  the  Secretary 
are  entitled  to  attend  and  ask  questions. 

(4)  A  witness  will  have  the 
opportunity  to  clarify  his  or  her  answers 
on  the  record  following  questioning  by 
the  Secretary. 

(5)  Any  claim  of  privilege  must  be 
asserted  by  the  witness  on  the  record. 

(6)  Objections  must  be  asserted  on  the 
record.  Errors  of  any  kind  that  might  be 
corrected  if  promptly  presented  will  be 
deemed  to  be  waived  unless  reasonable 
objection  is  made  at  the  investigational 
inquiry.  Except  where  the  objection  is 
on  the  grounds  of  privilege,  the  question 


will  be  answered  on  the  record,  subject 
to  objection. 

(7)  If  a  witness  refuses  to  answer  any 
question  not,  privileged  or  to  produce 
requested  documents  or  items,  or 
engages  in  conduct  likely  to  delay  or 
obstruct  the  investigational  inquiry,  the 
Secretary  may  seek  enforcement  of  the 
subpoena  under  paragraph  (a)(5)  of  this 
section. 

(8)  The  proceedings  will  be  recorded 
and  transcribed.  The  witness  is  entitled 
to  a  copy  of  the  transcript,  upon 
payment  of  prescribed  costs,  except 
that,  for  good  cause,  the  witness  may  be 
limited  to  inspection  of  the  official 
transcript  of  his  or  her  testimony. 

(9) (i)  The  transcript  will  be  submitted 
to  the  witness  for  signature. 

(A)  Where  the  witness  will  be 
provided  a  copy  of  the  transcript,  the 
transcript  will  be  submitted  to  the 
witness  for  signature.  The'  witness  may 
submit  to  the  Secretary  written 
proposed  corrections  to  the  transcript, 
with  such  corrections  attached  to  the 
transcript.  If  the  witness  does  not  return 
a  signed  copy  of  the  transcript  or 
proposed  corrections  within  30  days 
(computed  in  the  same  manner  as 
prescribed  under  §  3.526  of  this  part)  of 
its  being  submitted  to  him  or  her  for 
signature,  the  witness  will  be  deemed  to 
have  agreed  that  the  transcript  is  true 
and  accurate. 

(B)  Where,  as  provided  in  paragraph 
(b)(8)  of  this  section,  the  witness  is 
limited  to  inspecting  the  transcript,  the 
witness  will  have  the  opportunity  at  the 
time  of  inspection  to  propose 
corrections  to  the  transcript,  with 
corrections  attached  to  the  transcript. 
The  witness  will  also  have  the 
opportunity  to  sign  the  transcript.  If  the 
witness  does  not  sign  the  transcript  or 
offer  corrections  within  30  days 
(computed  in  the  same  manner  as 
prescribed  under  §  3.526  of  this  part)  of 
receipt  of  notice  of  the  opportunity  to 
inspect  the  transcript,  the  witness  will 
be  deemed  to  have  agreed  that  the 
transcript  is  true  and  accurate. 

(ii)  Tne  Secretary’s  proposed 
corrections  to  the  record  of  transcript 
will  be  attached  to  the  transcript. 

§  3.402  Basis  for  a  civil  money  penalty. 

(a)  General  rule.  A  person  who 
discloses  identifiable  patient  safety 
work  product  in  knowing  or  reckless 
violation  of  the  confidentiality 
provisions  shall  be  subject  to  a  civil 
money  penalty  for  each  act  constituting 
such  violation. 

(b)  Violation  attributed  to  a  principal. 
A  principal  is  independently  liable,  in 
accordance  with  the  federal  common 
law  of  agency,  for  a  civil  money  penalty 
based  on  the  act  of  the  principal’s  agent. 
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including  a  workforce  member,  acting 
within  the  scope  of  the  agency  if  such 
act  could  give  rise  to  a  civil  money 
penalty  in  accordance  with  §  3.402(a)  of 
this  suhpart. 

§  3.404  Amount  of  a  civil  money  penalty. 

(a)  The  amount  of  a  civil  money 
penalty  will  he  determined  in 
accordance  with  paragraph  (h)  of  this 
section  and  §  3.408  of  this  suhpart. 

(h)  The  Secretary  may  impose  a  civil 
money  penalty  in  the  amount  of  not 
more  than  $10,000. 

§  3.408  Factors  considered  in  determining 
the  amount  of  a  civil  money  penalty. 

In  determining  the  amount  of  any 
civil  money  penalty,  the  Secretary  may 
consider  as  aggravating  or  mitigating 
factors,  as  appropriate,  any  of  the 
following: 

(a)  The  nature  of  the  violation. 

(h)  The  circumstances,  including  the 
consequences,  of  the  violation, 
including: 

(1)  The  time  period  during  which  the 
viplation(s)  occurred:  and 

(2)  Whether  the  violation  caused 
physical  or  financial  harm  or 
reputational  damage: 

(c)  The  degree  of  culpability  of  the 
respondent,  including: 

(1)  Whether  the  violation  was 
intentional:  and 

(2)  Whether  the  violation  was  heyond 
the  direct  control  of  the  respondent.  . 

(d)  Any  history  of  prior  compliance 
with  the  Patient  Safety  Act,  including 
violations,  by  the  respondent,  including: 

(1)  Whether  the  current  violation  is 
the  same  or  similar  to  prior  violation(s):  • 

(2)  Whether  and  to  what  extent  the 
respondent  has  attempted  to  correct 
previous  violations: 

(3)  How  the  respondent  has 
responded  to  technical  assistance  from 
the  Secretary  provided  in  the  context  of 
a  compliance  effort:  and 

(4)  How  the  respondent  has 
responded  to  prior  complaints. 

(e)  The  ftnancial  condition  of  the 
respondent,  including: 

(1)  Whether  the  respondent  had 
financial  difficulties  that  affected  its 
ability  to  comply: 

(2)  Whether  the  imposition  of  a  civil 
money  penalty  would  jeopardize  the 
ability  of  the  respondent  to  continue  to 
provide  health  care  or  patient  safety 
activities:  and 

(3)  The  size  of  the  respondent. 

(f)  Such  other  matters  as  justice  may 
require. 

§3.414  Limitations. 

No  action  under  this  subpart  may  be 
entertained  unless  commenced  by  the 
Secretary,  in  accordance  with  §  3.420  of 


this  subpart,  within  6  years  from  the 
date  of  the  occurrence  of  the  violation. 

§  3.41 6  Authority  to  settle. 

Nothing  in  this  subpart  limits  the 
authority  of  the  Secretary  to  settle  any 
issue  or  case  or  to  compromise  any 
penalty. 

§  3.41 8  Exclusivity  of  penalty. 

(a)  Except  as  otherwise  provided  by 
paragraph  (b)  of  this  section,  a  penalty 
imposed  under  this  part  is  in  addition 
to  any  other  penalty  prescribed  by  law. 

(b)  Civil  money  penalties  shall  not  be 
imposed  both  under  this  part  and  under 
the  HIPAA  Privacy  Rule  (45  CFR  parts 
160  and  164). 

§  3.420  Notice  of  proposed  determination. 

(a)  If  a  penalty  is  proposed  in 
accordance  with  this  part,  the  Secretary 
must  deliver,  or  send  by  certified  mail 
with  return  receipt  requested,  to  the 
respondent,  written  notice  of  the 
Secretary’s  intent  to  impose  a  penalty. 
This  notice  of  proposed  determination 
must  include: 

(1)  Reference  to  the  statutory  basis  for 
the  penalty: 

(2)  A  description  of  the  findings  of 
fact  regarding  the  violations  with 
respect  to  which  the  penalty  is 
proposed: 

(3)  The  reason(s)  why  the  violation(s) 
subject(s)  the  respondent  to  a  penalty: 

(4)  The  amount  of  the  proposed 
penalty: 

(5)  Any  factors  described  in  §  3.408  of 
this  subpart  that  were  considered  in 
determining  the  amount  of  the  proposed 
penalty:  and 

(6)  Instructions  for  responding  to  the 
notice,  including  a  statement  of  the 
respondent’s  right  toia  hearing,  a 
statement  that  failure  to  request  a 
hearing  within  60  days  permits  the 
imposition  of  the  proposed  penalty 
without  the  right  to  a  hearing  under 

§  3.504  of  this  subpart  or  a  right  of 
appeal  under  §  3.548  of  this  subpart, 
and  the  address  to  which  the  hearing 
request  must  be  sent. 

(b)  The  respondent  may  request  a 
hearing  before  an  ALJ  on  the  proposed 
penalty  by  filing  a  request  in  accordance 
with  §  3.504  of  this  subpart. 

§  3.422  Failure  to  request  a  hearing. 

If  the  respondent  does  not  request  a 
hearing  within  the  time  prescribed  by 
§  3.504  of  this  subpart  and  the  matter  is 
not  settled  pursuant  to  §  3.416  of  this 
subpart,  the  Secretary  may  impose  the 
proposed  penalty  or  any  lesser  penalty 
permitted  by  sections  921  through  926 
of  the  Public  Health  Service  Act,  42 
U.S.C.  299b-21  through  299b-26.  The 
Secretary  will  notify  the  respondent  by 


certified  mail,  return  receipt  requested, 
of  any  penalty  that  has  been  imposed 
and  of  the  means  by  which  the 
respondent  may  satisfy  the  penalty,  and 
the  penalty  is  final  on  receipt  of  the 
notice.  The  respondent  has  no  right  to 
appeal  a  penalty  under  §  3.548  of  this 
subpart  with  respect  to  which  the 
respondent  has  not  timely  requested  a 
hearing. 

§  3.424  Collection  of  penalty. 

(a)  Once  a  determination  of  the 
Secretary  to  impose  a  penalty  has 
become  final,  the  penalty  will  be 
collected  by  the  Secretary,  subject  to  the 
first  sentence  of  42  U.S.C.  1320a-7a(f). 

(b)  The  penalty  may  be  recovered  in 
a  civil  action  brought  in  the  United 
States  district  court  for  the  district 
where  the  respondent  resides,  is  found, 
or  is  located. 

(c)  The  amount  of  a  penalty,  when 
finally  determined,  or  the  amount 
agreed  upon  in  compromise,  may  be 
deducted  from  any  sum  then  or  later 
owing  by  the  United  States,  or  by  a  State 
agency,  to  the  respondent. 

(d)  Matters  that  were  raised  or  that 
could  have  been  raised  in  a  hearing 
before  an  ALJ,  or  in  an  appeal  under  42 
U.S.C.  1320a-7a(e),  may  not  be  raised  as 
a  defense  in  a  civil  action  by  the  United 
States  to  collect  a  penalty  under  this 
part. 

§  3.426  Notification  of  the  public  and  other 
agencies. 

Whenever  a  proposed  penalty 
becomes  final,  the  Secretary  will  notify, 
in  such  manner  as  the  Secretary  deems 
appropriate,  the  public  and  the 
following  organizations  and  entities 
thereof  and  the  reason  it  was  imposed: 
The  appropriate  State  or  local  medical 
or  professional  organization,  the 
appropriate  State  agency  or  agencies 
administering  or  supervising  the 
administration  of  State  health  care 
programs  (as  defined  in  42  U.S.C. 
1320a-7(h)),  the  appropriate  utilization 
and  quality  control  peer  review 
organization,  and  the  appropriate  State 
or  local  licensing  agency  or  organization 
(including  the  agency  specified  in  42 
U.S.C.  1395aa(a),  1396a(a)(33)). 

§  3.504  Hearings  before  an  ALJ. 

(a)  A  respondent  may  request  a 
hearing  before  an  ALJ.  The  parties  to  the 
hearing  proceeding  consist  of — 

(1)  The  respondent:  and 

(2)  The  officer(s)  or  employee(s)  of 
HHS  to  whom  the  enforcement 
authority  involved  has  been  delegated. 

(b)  The  request  for  a  hearing  must  be 
made  in  writing  signed  by  the 
respondent  or  by  the  respondent’s 
attorney  and  sent  by  certified  mail. 
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return  receipt  requested,  to  the  address 
specified  in  the  notice  of  proposed 
determination.  The  request  for  a  hearing 
must  be  mailed  within  60  days  after 
notice  of  the  proposed  determination  is 
received  by  the  respondent.  For 
purposes  of  this  section,  the 
respondent’s  date  of  receipt  of  the 
notice  of  proposed  determination  is 
presumed  to  be  5  days  after  the  date  of 
the  notice  unless  the  respondent  makes 
a  reasonable  showing  to  the  contrary  to 
the  ALJ. 

(c)  The  request  for  a  hearing  must 
clearly  and  directly  admit,  deny,  or 
explain  each  of  the  findings  of  fact 
contained  in  the  notice  of  proposed 
determination  with  regard  to  which  the 
respondent  has  any  knowledge.  If  the 
respondent  has  no  knowledge  of  a 
particular  finding  of  fact  and  so  states, 
the  finding  shall  be  deemed  denied.  The 
request  for  a  hearing  must  also  state  the 
circumstances  or  arguments  that  the 
respondent  alleges  constitute  the 
grounds  for  any  defense  and  the  factual 
and  legal  basis  for  opposing  the  penalty. 

(d)  The  ALJ  must  dismiss  a  hearing 
request  where — 

(1)  On  motion  of  the  Secretary,  the 
ALJ  determines  that  the  respondent’s 
hearing  request  is  not  timely  filed  as 
required  by  paragraph  (b)  or  does  not 
meet  the  requirements  of  paragraph  (cj 
of  this  section: 

{2J  The  respondent  withdraws  the 
request  for  a  hearing: 

(3J  The  respondent  abandons  the 
request  for  a  hearing:  or 

(4)  The  respondent’s  hearing  request 
fails  to  raise  any  issue  that  may  properly 
be  addressed  in  a  hearing. 

§  3.506  Rights  of  the  parties. 

(a)  Except  as  otherwise  limited  by  this 
subpart,  each  party  may — 

(1)  Be  accompanied,  represented,  and 
advised  by  an  attorney: 

(2)  Participate  in  any  conference  held 
by  the  ALJ: 

(3)  Conduct  discovery  of  documents 
as  permitted  by  this  subpart: 

(4)  Agree  to  stipulations  of  fact  or  law 
that  will  be  made  part  of  the  record: 

(5)  Present  evidence  relevant  to  the 
issues  at  the  hearing: 

(6)  Present  and  cross-examine 
witnesses: 

{7j  Present  oral  arguments  at  the 
hearing  as  permitted  by  the  ALJ:  and 

(8)  Submit  written  briefs  and 
proposed  findings  of  fact  and 
conclusions  of  law  after  the  hearing. 

(b)  A  party  may  appear  in  person  or 
by  a  representative.  Natural  persons 
who  appear  as  an  attorney  or  other 
representative  must  conform  to  the 
standards  of  conduct  and  ethics 
required  of  practitioners  before  the 
courts  of  the  United  States. 


(c)  Fees  for  any  services  performed  on 
behalf  of  a  party  by  an  attorney  are  not 
subject  to  the  provisions  of  42  U.S.C. 
406,  which  authorizes  the  Secretary  to 
specify  or  limit  their  fees. 

§  3.508  Authority  of  the  ALJ. 

(a)  The  ALJ  must  conduct  a  fair  and 
impartial  hearing,  avoid  delay,  maintain 
order,  and  ensure  that  a  record  of  the 
proceeding  is  made. 

(b)  The  ALJ  may — 

(1)  Set  and  change  the  date,  time  and 
place  of  the  hearing  upon  reasonable 
notice  to  the  parties: 

(2)  Continue  or  recess  the  hearing  in 
whole  or  in  part  for  a  reasonable  period 
of  time: 

(3j  Hold  conferences  to  identify  or 
simplify  the  issues,  or  to  consider  other 
matters  that  may  aid  in  the  expeditious 
disposition  of  the  proceeding: 

(4)  Administer  oaths  and  affirmations: 

(5)  Issue  subpoenas  requiring  the 
attendance  of  witnesses  at  hearings  and 
the  production  of  documents  at  or  in 
relation  to  hearings: 

(6)  Rule  on  motions  and  other 
procedural  matters: 

(7)  Regulate  the  scope  and  timing  of 
documentary  discovery  as  permitted  by 
this  subpart: 

(8j  Regulate  the  course  of  the  hearing 
and  the  conduct  of  representatives, 
parties,  and  witnesses: 

(9)  Examine  witnesses: 

(10)  Receive,  rule  on,  exclude,  or  limit 
evidence: 

(11)  Upon  motion  of  a  party,  take 
official  notice  of  facts: 

(12)  Conduct  any  conference, 
argument  or  hearing  in  person  or,  upon 
agreement  of  the  parties,  by  telephone: 
and 

(13)  Upon  motion,  of  a  party,  decide 
cases,  in  whole  or  in  part,  by  summary 
judgment  where  there  is  no  disputed 
issue  of  material  fact.  A  summary 
judgment  decision  constitutes  a  hearing 
on  the  record  for  the  purposes  of  this 
subpart. 

(c)  The  ALJ— 

(1)  May  not  find  invalid  or  refuse  to 
follow  Federal  statutes,  regulations,  or 
Secretarial  delegations  of  authority  and 
must  give  deference  to  published 
guidance  to  the  extent  not  inconsistent 
with  statute  or  regulation: 

(2)  May  not  enter  an  order  in  the 
nature  of  a  directed  verdict: 

(3)  May  not  compel  settlement 
negotiations:  or 

(4)  May  not  enjoin  any  act  of  the 
Secretary. 

§  3.51 0  Ex  parte  contacts. 

No  party  or  person  (except  employees 
of  the  ALJ’s  office)  rriay  communicate  in 
any  way  with  the  ALJ  on  any  matter  at 


issue  in  a  case,  unless  on  notice  and 
opportunity  for  both  parties  to 
participate.  This  provision  does  not 
prohibit  a  party  or  person  from 
inquiring  about  the  status  of  a  case  or 
asking  routine  questions  concerning 
administrative  firnctions  or  procedures. 

§3.512  Prehearing  conferences. 

(a)  The  ALJ  must  schedule  at  least  one 
prehearing  conference,  and  may 
schedule  additional  prehearing 
conferences  as  appropriate,  upon 
reasonable  notice,  which  may  not  be 
less  than  14  business  days,  to  the 
parties. 

(b)  The  ALJ  may  use  prehearing 
conferences  to  discuss  the  following — 

(1)  Simplification  of  the  issues: 

(2)  The  necessity  or  desirability  of 
amendments  to  the  pleadings,  including 
the  need  for  a  more  definite  statement: 

(3)  Stipulations  and  admissions  of  fact 
or  as  to  the  contents  and  authenticity  of 
documents: 

(4)  Whether  the  parties  can  agree  to 
submission  of  the  case  on  a  stipulated 
record: 

(5)  Whether  a  party  chooses  to  waive 
appearance  at  an  oral  hearing  and  to 
submit  only  documentary  evidence 
(subject  to  the  objection  of  the  other 
party)  and  written  argument: 

(6)  Limitation  of  the  number  of 
witnesses: 

(7)  Scheduling  dates  for  the  exchange 
of  witness  lists  and  of  proposed 
exhibits: 

(8)  Discovery  of  documents  as 
permitted  by  this  subpart: 

(9)  The  time  and  place  for  the  hearing: 

(10)  The  potential  for  the  settlement 
of  the  case  by  the  parties:  and 

(11)  Other  matters  as  may  tend  to 
encourage  the  fair,  just  and  expeditious 
disposition  of  the  proceedings, 
including  the  protection  of 
confidentiality  of  identifiable  patient 
safety  work  product  that  may  be 
submitted  into  evidence  or  otherwise 
used  in  the  proceeding,  if  appropriate. 

(c)  The  ALJ  must  issue  an  order 
containing  the  matters  agreed  upon  by 
the  parties  or  ordered  by  the  ALJ  at  a 
prebearing  conference. 

§  3.51 4  Authority  to  settle. 

The  Secretary  has  exclusive  authority 
to  settle  any  issue  or  case  without  the 
consent  of  the  ALJ. 

§3.516  Discovery. 

(a)  A  party  may  make  a  request  to 
another  party  for  production  of 
documents  for  inspection  and  copying 
that  are  relevant  and  material  to  the 
issues  before  the  ALJ. 

(b)  For  the  purpose  of  this  section,  the 
term  “documents”  includes 
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information,  reports,  answers,  records, 
accounts,  papers  and  other  data  and 
documentary  evidence.  Nothing 
contained  in  this  section  may  he 
interpreted  to  require  the  creation  of  a 
document,  except  that  requested  data 
stored  in  an  electronic  data  storage 
system  must  be  produced  in  a  form 
accessible  to  the  requesting  party. 

(c)  Requests  for  documents,  requests 
for  admissions,  written  interrogatories, 
depositions  and  any  forms  of  discovery, 
other  than  those  permitted  under 
paragraph  (a)  of  this  section,  are  not 
authorized. 

(d)  This  section  may  not  be  construed 
to  require  the  disclosure  of  interview 
reports  or  statements  obtained  by  any 
party,  or  on  behalf  of  any  party,  of 
persons  who  will  not  be  called  as 
witnesses  by  that  party,  or  analyses  and 
summaries  prepared  in  conjunction 
with  the  investigation  or  litigation  of  the 
case,  or  any  otherwise  privileged 
documents. 

(e) (1)  When  a  request  for  production 
of  documents  has  been  received,  within 
30  days  the  party  receiving  that  request 
must  either  fully  respond  to  the  request, 
or  state  that  the  request  is  being  objected 
to  and  the  reasons  for  that  objection.  If 
objection  is  made  to  part  of  an  item  or 
category,  the  part  must  be  specified. 
Upon  receiving  any  objections,  the  party 
seeking  production  may  then,  within  30 
days  or  any  other  time  frame  set  by  the 
ALJ,  file  a  motion  for  an  order 
compelling  discovery.  The  party 
receiving  a  request  for  production  may 
also  file  a  motion  for  protective  order 
any  time  before  the  date  the  production 
is  due. 

(2)  The  ALJ  may  grant  a  motion  for 
protective  order  or  deny  a  motion  for  an 
order  compelling  discovery  if  the  ALJ 
finds  that  the  discovery  sought — 

(i)  Is  irrelevant; 

(ii)  Is  unduly  costly  or  burdensome: 

(iii)  Will  unduly  delay  the 
proceeding;  or 

(iv)  Seeks  privileged  information. 

(3)  The  ALJ  may  extend  any  of  the 
time  frames  set  forth  in  paragraph  (e)(1) 
of  this  section. 

(4)  The  burden  of  showing  that 
discovery  should  be  allowed  is  on  the 
party  seeking  discovery. 

§  3.51 8  Exchange  of  witness  lists,  witness 
statements,  and  exhibits. 

(a)  The  parties  must  exchange  witness 
lists,  copies  of  prior  written  statements 
of  proposed  witnesses,  and  copies  of 
proposed  hearing  exhibits,  including 
copies  of  any  written  statements  that  the 
party  intends  to  offer  in  lieu  of  live 
testimony  in  accordance  with  §  3.538, 
not  more  than  60,  and  not  less  than  15, 
days  before  the  scheduled  hearing. 


(b) (1)  If,  at  any  time,  a  party  objects 
to  the  proposed  admission  6f  evidence 
not  exchanged  in  accordance  with 
paragraph  (a)  of  this  section,  the  ALJ 
must  determine  whether  the  failure  to 
comply  with  paragraph  (a)  of  this 
section  should  result  in  the  exclusion  of 
that  evidence. 

(2)  Unless  the  ALJ  finds  that 
extraordinary  circumstances  justified 
the  failure  timely  to  exchange  the 
information  listed  under  paragraph  (a) 
of  this  section,  the  ALJ  must  exclude 
from  the  party’s  case-in-chief — 

(i)  The  testimony  of  any  witness 
whose  name  does  not  appear  on  the 
witness  list;  and 

(ii)  Any  exhibit  not  provided  to  the 
opposing  party, as  specified  in  paragraph 
(a)  of  this  section. 

(3)  If  the  ALJ  finds  that  extraordinary 
circumstances  existed,  the  ALJ  must 
then  determine  whether  the  admission 
of  that  evidence  would  cause  substantial 
prejudice  to  the  objecting  party. 

(i)  If  the  ALJ  finds  that  there  is  no 
substantial  prejudice,  the  evidence  may 
be  admitted. 

(ii)  If  the  ALJ  finds  that  there  is 
substantial  prejudice,  the  ALJ  may 
exclude  the  evidence,  or,  if  he  or  she 
does  not  exclude  the  evidence,  must 
postpone  the  hearing  for  such  time  as  is 
necessary  for  the  objecting  party  to 
prepare  and  respond  to  the  evidence, 
unless  the  objecting  party  waives 
postponement. 

(c)  Unless  the  other  party  objects 
within  a  reasonable  period  of  time 
before  the  hearing,  documents 
exchanged  in  accordance  with 
paragraph  (a)  of  this  section  will  be 
deemed  to  be  authentic  for  the  purpose 
of  admissibility  at  the  hearing. 

§  3.520  Subpoenas  for  attendance  at 
hearing. 

(a)  A  party  wishing  to  procure  the 
appearance  and  testimony  of  any  person 
at  the  hearing  may  make  a  motion 
requesting  the  ALJ  to  issue  a  subpoena 
if  the  appearance  and  testimony  are 
reasonably  necessary  for  the 
presentation  of  a  party’s  case. 

(b)  A  subpoena  requiring  the 
attendance  of  a  person  in  accordance 
with  paragraph  (a)  of  this  section  may 
also  require  the  person  (whether  or  not 
the  person  is  a  party)  to  produce 
relevant  and  material  evidence  at  or 
before  the  hearing. 

(fc)  When  a  subpoena  is  served  by  a 
respondent  on  a  particular  employee  or 
official  or  particular  office  of  HHS,  the 
Secretary  may  comply  by  designating 
any  knowledgeable  HHS  representative 
to  appear  and  testify. 

(d)  A  party  seeking  a  subpoena  must 
file  a  written  motion  not  less  than  30 


days  before  the  date  fixed  for  the 
hearing,  unless  otherwise  allowed  by 
the  ALJ  for  good  cause  shown.  That 
motion  must — 

(1)  Specify  any  evidence  to  be 
produced; 

(2)  Designate  the  witnesses;  and 

(3)  Describe  the  address  and  location 
with  sufficient  particularity  to  permit 
those  witnesses  to  be  found. 

(e)  The  subpoena  must  specify  the 
time  and  place  at  which  the  witness  is 
to  appear  and  any  evidence  the  witness 
is  to  produce. 

(f)  Within  15  days  after  the  written 
motion  requesting  issuance  of  a 
subpoena  is  served,  any  party  may  file 
an  opposition  or  other  response. 

(g)  If  the  motion  requesting  issuance 
of  a  subpoena  is  granted,  the  party 
seeking  the  subpoena  must  serve  it  by 
delivery  to  the  person  named,  or  by 
certified  mail  addressed  to  that  person 
at  the  person’s  last  dwelling  place  or 
principal  place  of  business. 

(h)  The  person  to  whom  the  subpoena 
is  directed  may  file  with  the  ALJ  a 
motion  to  quash  the  subpoena  within  10 
days  after  service. 

(i)  The  exclusive  remedy  for 
contumacy  by,  or  refusal  to  obey  a 
subpoena  duly  served  upon,  any  person 
is  specified  in  42  U.S.C.  405(e). 

§3.522  Fees. 

The  party  requesting  a  subpoena  must 
pay  the  cost  of  the  fees  and  mileage  of 
any  witness  subpoenaed  in  the  amounts 
that  would  be  payable  to  a  witness  in  a 
proceeding  in  United  States  District 
Court.  A  check  for  witness  fees  and 
mileage  must  accompany  the  subpoena 
when  served,  except  that,  when  a 
subpoena  is  issued  on  behalf  of  the 
Secretary,  a  check  for  witness  fees  and 
mileage  need  not  accompany  the 
subpoena. 

§  3.524  Form,  filing,  and  service  of  papers. 

(a)  Forms.  (1)  Unless  the  ALJ  directs 
the  parties  to  do  otherwise,  documents 
filed  with  the  ALJ  must  include  an 
original  and  two  copies. 

(2)  Every  pleading  and  paper  filed  in 
the  proceeding  must  contain  a  caption 
setting  forth  the  title  of  the  action,  the 
case  number,  and  a  designation  of  the 
paper,  such  as  motion  to  quash 
subpoena. 

(3)  Every  pleading  and  paper  must  be 
signed  by  and  must  contain  the  address 
and  telephone  number  of  the  party  or 
the  person  on  whose  behalf  the  paper 
was  filed,  or  his  or  her  representative. 

(4)  Papers  are  considered  filed  when 
they  are  mailed. 

(b)  Service.  A  party  filing  a  document 
with  the  ALJ  or  the  Board  must,  at  the 
time  of  filing,  serve  a  copy  of  the 
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document  on  the  other  party.  Service 
upon  any  party  of  any  document  must 
be  made  by  delivering  a  copy,  or  placing 
a  copy  of  the  document  in  the  United 
States  mail,  postage  prepaid  and 
addressed,  or  with  a  private  delivery 
service,  to  the  party’s  last  known 
address.  When  a  party  is  represented  by 
an  attorney,  service  must  be  made  upon 
the  attorney  in  lieu  of  the  party. 

(c)  Proof  of  senice.  A  certificate  of  the 
natural  person  serving  the  document  by 
personal  delivery  or  by  mail,  setting 
forth  the  manner  of  service,  constitutes 
proof  of  service. 

§3.526  Computation  of  time. 

(a)  In  computing  any  period  of  time 
under  this  subpart  or  in  an  order  issued 
thereunder,  the  time  begins  with  the  day 
following  the  act,  event  or  default,  and 
includes  the  last  day  of  the  period 
unless  it  is  a  Saturday,  Sunday,  or  legal 
holiday  observed  by  the  Federal 
Government,  in  which  event  it  includes 
the  next  business  day. 

(b)  When  the  period  of  time  allowed 
is  less  than  7  days,  intermediate 
Saturdays,  Sundays,  and  legal  holidays 
observed  by  the  Federal  Government 
must  be  excluded  from  the  computation. 

(c)  Where  a  document  has  been  served 
or  issued  by  placing  it  in  the  mail,  an 
additional  5  days  must  be  added  to  the 
time  permitted  for  any  response.  This 
paragraph  does  not  apply  to  requests  for 
hearing  under  §  3.504. 

§  3.528  Motions. 

(a)  An  application  to  the  ALJ  for  an 
order  or  ruling  must  be  by  motion. 
Motions  must  state  the  relief  sought,  the 
authority  relied  upon  and  the  facts 
alleged,  and  must  be  filed  with  the  ALJ 
and  served  on  all  other  parties. 

(b)  Except  for  motions  made  during  a 
prehearing  conference  or  at  the  hearing, 
all  motions  must  be  in  writing.  The  ALJ 
may  require  that  oral  motions  be 
reduced  to  writing. 

(cj  Within  10  days  after  a  written 
motion  is  served,  or  such  other  time  as 
may  be  fixed  by  the  ALJ,  any  party  may 
file  a  response  to  the  motion. 

(dj  The  ALJ  may  not  grant  a  written 
motion  before  the  time  for  filing 
responses  has  expired,  except  upon 
consent  of  the  parties  or  following  a 
hearing  on  the  motion,  but  may  overrule 
or  deny  the  motion  without  awaiting  a 
response. 

(ej  The  ALJ  must  make  a  reasonable 
effort  to  dispose  of  all  outstanding 
motions  before  the  beginning  of  the 
hearing. 

§  3.530  Sanctions. 

The  ALJ  may  sanction  a  person, 
including  any  party  or  attorney,  for 


failing  to  comply  with  an  order  or 
procedure,  for  failing  to  defend  an 
action  or  for  other  misconduct  that 
interferes  with  the  speedy,  orderly  or 
fair  conduct  of  the  hearing.  The 
sanctions  must  reasonably  relate  to  the 
severity  and  nature  of  the  failure  or 
miscoi.duct.  The  sanctions  may 
include — 

(a)  In  the  case  of  refusal  to  provide  or 
permit  discovery  under  the  terms  of  this 
part,  drawing  negative  factual  inferences 
or  treating  the  refusal  as  an  admission 
by  deeming  the  matter,  or  certain  facts, 
to  be  established; 

(bj  Prohibiting  a  party  from 
introducing  certain  evidence  or 
otherwise  supporting  a  particular  claim 
or  defense; 

(cJ  Striking  pleadings,  in  whole  or  in 
part; 

(dJ  Staying  the  proceedings; 

(eJ  Dismissal  of  the  action; 

(fj  Entering  a  decision  by  default; 

(gj  Ordering  the  party  or  attorney  to 
pay  the  attorney’s  fees  and  other  costs 
caused  by  the  failure  or  misconduct; 
and 

(hj  Refusing  to  consider  any  motion  or 
other  action  that  is  not  filed  in  a  timely 
manner. 

§3.532  Collateral  estoppel. 

When  a  final  determination  that  the 
respondent  violated  a  confidentiality 
provision  has  been  rendered  in  any 
proceeding  in  which  the  respondent 
was  a  party  and  had  an  opportunity  to 
be  heard,  the  respondent  is  bound  by 
that  determination  in  any  proceeding 
under  this  part. 

§3.534  The  hearing. 

(aj  The  ALJ  must  conduct  a  hearing 
on  the  record  in  order  to  determine 
whether  the  respondent  should  be 
found  liable  under  this  part. 

(b) {lj  The  respondent  has  the  burden 
of  going  forward  and  the  burden  of 
persuasion  with  respect  to  any 
challenge  to  the  amount  of  a  proposed 
penalty  pursuant  to  §§  3.404  and  3.408, 
including  any  factors  raised  as 
mitigating  factors. 

(2)  The  Secretary  has  the  burden  of 
going  forward  and  the  burden  of 
persuasion  with  respect  to  all  other 
is.sues,  including  issues^  of  liability  and 
the  existence  of  any  factors  considered 
as  aggravating  factors  in  determining  the 
amount  of  the  proposed  penalty. 

(3)  The  burden  of  persuasion  will  be 
judged  by  a  preponderance  of  the 
evidence. 

(cJ  The  hearing  must  be  open  to  the 
public  unless  otherwise  ordered  by  the 
ALJ  for  good  cause  shown,  which  may 
be  that  identifiable  patient  safety  work 
product  has  been  introduced  into 


evidence  or  is  expected  to  be  introduced 
into  evidence. 

(dj{lj  Subject  to  the  15-day  rule  under 
§  3.518(aJ  and  the  admissibility  of 
evidence  under  §  3.540,  either  party 
may  introduce,  during  its  case  in  chief, 
items  or  information  that  arose  or 
became  known  after  the  date  of  the 
issuance  of  the  notice  of  proposed 
determination  or  the  request  for  hearing, 
as  applicable.  Such  items  and 
information  may  not  be  admitted  into 
evidence,  if  introduced — 

(i)  By  the  Secretary,  unless  they  are 
material  and  relevant  to  the  acts  or 
omissions  with  respect  to  which  the 
penalty  is  proposed  in  the  notice  of 
proposed  determination  pursuant  to 
§  3.420  of  this  part,  including 
circumstances  that  may  increase 
penalties;  or 

(iij  By  the  respondent,  unless  they  are 
material  and  relevant  to  an  admission, 
denial  or  explanation  of  a  finding  of  fact 
in  the  notice  of  proposed  determination 
under  §  3.420  of  this  part,  or  to  a 
specific  circumstance  or  argument 
expressly  stated  in  the  request  for 
hearing  under  §  3.504,  including 
circumstances  that  may  reduce 
penalties. 

(2J  After  both  parties  have  presented 
their  cases,  evidence  may  be  admitted  in 
rebuttal  even  if  not  previously 
exchanged  in  accordance  with  §  3.518. 

§  3.538  Witnesses. 

(aJ  Except  as  provided  in  paragraph 
(b)  of  this  section,  testimony  at  the 
hearing  must  be  given  orally  by 
witnesses  under  oath  or  affirmation. 

(bJ  At  the  discretion  of  the  ALJ, 
testimony  of  witnesses  other  than  the 
testimony  of  expert  witnesses  may  be 
admitted  in  the  form  of  a  written 
statement.  The  ALJ  may,  at  his  or  her 
discretion,  admit  prior  sworn  testimony 
of  experts  that  has  been  subject  to 
adverse  examination,  such  as  a 
deposition  or  trial  testimony.  Any  such 
written  statement  must  be  provided  to 
the  other  party,  along  with  the  last 
known  address  of  the  witness,  in  a 
manner  that  allows  sufficient  time  for 
the  other  party  to  subpoena  the  witness 
for  cross-examination  at  the  hearing. 
Prior  written  statements  of  witnesses 
proposed  to  testify  at  the  hearing  must 
be  exchanged  as  provided  in  §  3.518. 

(c)  The  ALJ  must  exercise  reasonable 
control  over  the  mode  and  order  of 
interrogating  witnesses  and  presenting 
evidence  so  as  to; 

(Ij  Make  the  interrogation  and 
presentation  effective  for  the 
ascertainment  of  the  truth; 

(2j  Avoid  repetition  or  needless 
consumption  of  time;  and 
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(3)  Protect  witnesses  from  harassment 
or  undue  embarrassment. 

(d)  The  ALJ  must  permit  the  parties  to 
conduct  cross-examination  of  witnesses 
as  may  be  required  for  a  full  and  true 
disclosure  of  the  facts. 

(e)  The  ALJ  may  order  witnesses 

excluded  so  that  they  cannot  hear  the 
testimony  of  other  witnesses,  except 
that  the  ALJ  may  not  order  to  be 
excluded —  * 

(1)  A  party  who  is  a  natural  person; 

(2)  In  the  case  of  a  party  that  is  not 

a  natural  person,  the  officer  or  employee 
of  the  party  appearing  for  the  entity  pro 
se  or  designated  as  the  party’s 
representative;  or 

(3)  A  natural  person  whose  presence 
is  shown  by  a  party  to  be  essential  to  the 
presentation  of  its  case,  including  a 
person  engaged  in  assisting  the  attorney 
for  the  Secretary. 

§  3.540  Evidence. 

(a)  The  ALJ  must  determine  the 
admissibility  of  evidence. 

(b)  Except  as  provided  in  this  subpart, 
the  ALJ  is  not  bound  by  the  Federal 
Rules  of  Evidence.  However,  the  ALJ 
may  apply  the  Federal  Rules  of 
Evidence  where  appropriate,  for 
example,  to  exclude  unreliable 
evidence. 

(c)  The  ALJ  must  exclude  irrelevant  or 
immaterial  evidence. 

(dj  Although  relevant,  evidence  may 
be  excluded  if  its  probative  value  is 
substantially  outweighed  by  the  danger 
of  unfair  prejudice,  confusion  of  the 
issues,  or  by  considerations  of  undue 
delay  or  needless  presentation  of 
cumulative  evidence. 

(e)  Although  relevant,  evidence  must 
be  excluded  if  it  is  privileged  under 
Federal  law. 

(f)  Evidence  concerning  offers  of 
compromise  or  settlement  is 
inadmissible  to  the  extent  provided  in 
Rule  408  of  the  Federal  Rules  of 
Evidence. 

(g)  Evidence  of  crimes,  wrongs,  or  acts 
other  than  those  at  issue  in  the  instant 
case  is  admissible  in  order  to  show 
motive,  opportunity,  intent,  knowledge, 
preparation,  identity,  lack  of  mistake,  or 
existence  of  a  scheme.  This  evidence  is 
admissible  regardless  of  whether  the 
crimes,  wrongs,  or  acts  occurred  during 
the  statute  of  limitations  period 
applicable  to  the  acts  or  omissions  that 
constitute  the  basis  for  liability  in  the 
case  and  regardless  of  whether  they 
were  referenced  in  the  Secretary’s  notice 
of  proposed  determination  under 
§3.420. 

(h)  The  ALJ  must  permit  the  parties  to 
introduce  rebuttal  witnesses  and 
evidence. 

(i)  All  documents  and  other  evidence 
offered  or  taken  for  the  record  must  be 


open  to  examination  by  both  parties, 
unless  otherwise  ordered  by  the  ALJ  for 
good  cause  shown. 

§  3.542  The  record. 

(a)  The  hearing  must  be  recorded  and 
transcribed.  Transcripts  may  be 
obtained  following  the  hearing  from  the 
ALJ.  A  party  that  requests  a  transcript  of 
hearing  proceedings  must  pay  the  cost 
of  preparing  the  transcript  unless,  for 
good  cause  shown  by  the  party,  the 
payment  is  waived  by  the  ALJ  or  the 
Board,  as  appropriate. 

(b)  The  transcript  of  the  testimony, 
exhibits,  and  other  evidence  admitted  at 
the  hearing,  and  all  papers  and  requests 
filed  in  the  proceeding  constitute  the 
record  for  decision  by  the  ALJ  and  the 
Secretary. 

(c)  The  record  may  be  inspected  and 
copied  (upon  payment  of  a  reasonable 
fee)  by  any  person,  unless  otherwise 
ordered  by  the  ALJ  for  good  cause 
shown,  which  may  include  the  presence 
in  the  record  of  identifiable  patient 
safety  work  product. 

(d)  For  good  cause,  which  may 
include  the  presence  in  the  record  of 
identifiable  patient  safety  work  product, 
the  ALJ  may  order  appropriate 
redactions  made  to  the  record. 

§  3.544  Post  hearing  briefs. 

The  ALJ  may  require  the  parties  to  file 
post-hearing  briefs.  In  any  event,  any 
party  may  file  a  post-hearing  brief.  The 
ALJ  must  fix  the  time  for  filing  the 
briefs.  The  time  for  filing  may  not 
exceed  60  days  from  the  date  the  parties 
receive  the  transcript  of  the  hearing  or, 
if  applicable,  the  stipulated  record.  The 
briefs  may  be  accompanied  by  proposed 
findings  of  fact  and  conclusions  of  law. 
The  ALJ  may  permit  the  parties  to  file 
reply  briefs. 

§  3.546  ALJ’s  decision. 

(a)  The  ALJ  must  issue  a  decision, 
based  only  on  the  record,  which  must 
contain  findings  of  fact  and  conclusions 
of  law. 

(b)  The  ALJ  may  affirm,  increase,  or 
reduce  the  penalties  imposed  by  the 
Secretary. 

(c)  The  ALJ  must  issue  the  decision  to 
both  parties  within  60  days  after  the 
time  for  submission  of  post-hearing 
briefs  and  reply  briefs,  if  permitted,  has 
expired.  If  the  ALJ  fails  to  meet  the 
deadline  contained  in  this  paragraph,  he 
or  she  must  notify  the  parties  of  the 
reason  for  the  delay  and  set  a  new 
deadline. 

(d)  Unless  the  decision  of  the  ALJ  is 
timely  appealed  as  provided  for  in 

§  3.548,  the  decision  of  the  ALJ  will  be 
final  and  binding  on  the  parties  60  days 
from  the  date  of  service  of  the  ALJ’s 
decision. 


§  3.548  Appeal  of  the  ALJ’s  decision. 

(a)  Any  party  may  appeal  the  decision 
of  the  ALJ  to  the  Board  by  filing  a  notice 
of  appeal  with  the  Board  within  30  days 
of  the  date  of  service  of  the  ALJ 
decision.  The  Board  may  extend  the 
initial  30  day  period  for  a  period  of  time 
not  to  exceed  30  days  if  a  party  files 
with  the  Board  a  request  for  an 
extension  within  the  initial  30  day 
period  and  shows  good  cause. 

(b)  If  a  party  files  a  timely  notice  of 
appeal  with  the  Board,  the  ALJ  must 
forward  the  record  of  the  proceeding  to 
the  Board. 

(c)  A  notice  of  appeal  must  be 
accompanied  by  a  written  brief 
specifying  exceptions  to  the  initial 
decision  and  reasons  supporting  the 
exceptions.  Any  party  may  file  a  brief  in 
opposition  to  the  exceptions,  which 
may  raise  any  relevant  issue  not 
addressed  in  the  exceptions,  within  30 
days  of  receiving  the  notice  of  appeal 
and  the  accompanying  brief.  The  Board 
may  permit  the  parties  to  file  reply 
briefs. 

(d)  There  is  no  right  to  appear 
personally  before  the  Board  or  to  appeal 
to  the  Board  any  interlocutory  ruling  by 
the  ALJ. 

(e)  The  Board  may  not  consider  any 
issue  not  raised  in  the  parties’  briefs, 
nor  any  issue  in  the  briefs  that  could 
have  been  raised  before  the  ALJ  but  was 
not. 

(f)  If  any  party  demonstrates  to  the 
satisfaction  of  the  Board  that  additional 
evidence  not  presented  at  such  hearing 
is  relevant  and  material  and  that  there 
were  reasonable  grounds  for  the  failure 
to  adduce  such  evidence  at  the  hearing, 
the  Board  may  remand  the  matter  to  the 
ALJ  for  consideration  of  such  additional 
evidence. 

(g)  The  Board  may  decline  to  review 
the  case,  or  may  affirm,  increase, 
reduce,  reverse  or  remand  any  penalty 
determined  by  the  ALJ. 

(h)  The  standard  of  review  on  a 
disputed  issue  of  fact  is  whether  the 
initial  decision  of  the  ALJ  is  supported 
by  substantial  evidence  on  the  whole 
record.  The  standard  of  review  on  a 
disputed  issue  of  law  is  whether  the 
decision  is  erroneous. 

(i)  Within  60  days  after  the  time  for 
submission  of  briefs  and  reply  briefs,  if 
permitted,  has  expired,  the  Board  must 
serve  on  each  party  to  the  appeal  a  copy 
of  the  Board’s  decision  and  a  statement 
describing  the  right  of  any  respondent 
who  is  penalized  to  seek  judicial 
review. 

(j) (l)  The  Board’s  decision  under 
paragraph  (i)  of  this  section,  including 
a  decision  to  decline  review  of  the 
initial  decision,  becomes  the  final 
decision  of  the  Secretary  60  days  after 
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the  date  of  service  of  the  Board’s 
decision,  except  with  respect  to  a 
decision  to  remand  to  the  ALJ  or  if 
reconsideration  is  requested  under  this 
paragraph. 

(2)  The  Board  will  reconsider  its 
decision  only  if  it  determines  that  the 
decision  contains  a  clear  error  of  fact  or 
error  of  law.  New  evidence  will  not  be 
a  basis  for  reconsideration  unless  the 
party  demonstrates  that  the  evidence  is 
newly  discovered  and  was  not 
previously  available. 

(3)  A  party  may  file  a  motion  for 
reconsideration  with  the  Board  before 
the  date  the  decision  becomes  final 
under  paragraph  (j)(l)  of  this  section.  A 
motion  for  reconsideration  must  be 
accompanied  by  a  written  brief 
specifying  any  alleged  error  of  fact  or 
law  and,  if  the  party  is  relying  on 
additional  evidence,  explaining  why  the 
evidence  was  not  previously  available. 
Any  party  may  file  a  brief  in  opposition 
within  15  days  of  receiving  the  motion 
for  reconsideration  and  the 
accompanying  brief  unless  this  time 
limit  is  extended  by  the  Board  for  good 
cause  shown.  Reply  briefs  are  not 
permitted. 

(4)  The  Board  must  rule  on  the  motion 
for  reconsideration  not  later  than  30 
days  from  the  date  the  opposition  brief 
is  due.  If  the  Board  denies  the  motion, 
the  decision  issued  under  paragraph  (i) 
of  this  section  becomes  the  final 
decision  of  the  Secretary  on  the  date  of 
service  of  the  ruling.  If  the  Board  grants 
the  motion,  the  Board  will  issue  a 
reconsidered  decision,  after  such 


procedures  as  the  Board  determines 
necessary  to  address  the  effect  of  any 
error.  The  Board’s  decision  on 
reconsideration  becomes  the  final 
decision  of  the  Secretary  on  the  date  of 
service  of  the  decision,  except  with 
respect  to  a  decision  to  remand  to  the 
ALJ. 

(5)  If  service  of  a  ruling  or  decision 
issued  under  this  section  is  by  mail,  the 
date  of  service  will  be  deemed  to  be  5 
days  from  the  date  of  mailing. 

(k)(l)  A  respondent’s  petition  for  , 
judicial  review  must  be  filed  within  60 
days  of  the  date  on  which  the  decision 
of  the  Board  becomes  the  final  decision 
of  the  Secretary  under  paragraph  (j)  of 
this  section. 

(2)  In  compliance  with  28  U.S.C. 
2112(a),  a  copy  of  any  petition  for 
judicial  review  filed  in  any  U.S.  Court 
of  Appeals  challenging  the  final 
decision  of  the  Secretary  must  be  sent 
by  certified  mail,  return  receipt 
requested,  to  the  General  Counsel  of 
HHS.  The  petition  copy  must  be  a  copy 
showing  that  it  has  been  time-stamped 
by  the  clerk  of  the  court  when  the 
original  was  filed  with  the  court. 

(3)  If  the  General  Counsel  of  HHS 
received  two  or  more  petitions  within 
10  days  after  the  final  decision  of  the 
Secretary,  the  General  Counsel  will 
notify  the  U.S.  Judicial  Panel  on 
Multidistrict  Litigation  of  any  petitions 
that  were  received  within  the  10  day 
period. 

§  3.550  Stay  of  the  Secretary’s  decision. 

(a)  Pending  judicial  review,  the 
respondent  may  file  a  request  for  stay  of 


the  effective  date  of  any  penalty  with 
the  ALJ.  The  request  must  be 
accompanied  by  a  copy  of  the  notice  of 
appeal  filed  with  the  Federal  court.  The 
filing  of  the  request  automatically  stays 
the  effective  date  of  the  penalty  until 
such  time  as  the  ALJ  rules  upon  the 
request. 

(b)  The  ALJ  may  not  grant  a 
respondent’s  request  for  stay  of  any 
penalty  unless  tbc  respondent  posts  a 
bond  or  provides  other  adequate 
security. 

(c)  The  ALJ  must  rule  upon  a 
respondent’s  request  for  stay  within  10 
days  of  receipt. 

§3.552  Harmless  error. 

No  error  in  either  the  admission  or  the 
exclusion  of  evidence,  and  no  error  or 
defect  in  any  ruling  or  order  or  in  any 
act  done  or  omitted  by  the  ALJ  or  by  any 
of  the  parties  is  ground  for  vacating, 
modifying  or  otherwise  disturbing  an 
otherwise  appropriate  ruling  or  order  or 
act,  unless  refusal  to  take  such  action 
appears  to  the  ALJ  or  the  Board 
inconsistent  with  substantial  justice. 

The  ALJ  and  the  Board  at  every  stage  of 
the  proceeding  must  disregard  any  error 
or  defect  in  the  proceeding  that  does  not 
affect  the  substantial  rights  of  the 
parties. 

Dated:  September  2,  2008. 

Michael  O.  Leavitt, 

Secretary. 

[FR  Doc.  E8-27475  Filed  11-20-08;  8:45  ami 
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Accordance  With  International 
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Issuers 

AGENCY:  Securities  and  Exchange 
Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Securities  and  Exchange 
Commission  (“Commission”)  is 
proposing  a  Roadmap  for  the  potential 
use  of  financial  statements  prepared  in 
accordance  with  International  Financial 
Reporting  Standards  (“IFRS”)  as  issued 
by  the  International  Accounting 
Standards  Board  by  U!S.  issuers  for 
purposes  of  their  filings  with  the 
Commission.  This  Roadmap  sets  forth 
several  milestones  that,  if  achieved, 
could  lead  to  the  required  use  of  IFRS 
by  U.S.  issuers  in  2014  if  the 
Commission  believes  it  to  be  in  the 
public  interest  and  for  the  protection  of 
investors.  This  Roadmap  also  includes 
discussion  of  various  areas  of 
considefation  for  market  participants 
related  to  the  eventual  use  of  IFRS  in 
the  United  States.  As  part  of  the 
Roadmap,  the  Commission  is  proposing 
amendments  to  various  regulations, 
rules  and  forms  that  would  permit  early 
use  of  IFRS  by  a  limited  number  of  U.S. 
issuers  where  this  would  enhance  the 
comparability  of  financial  information 
to  investors.  Only  an  issuer  whose 
industry  uses  IFRS  as  the  basis  of 
financial  reporting  more  than  any  other 
set  of  standards  would  be  eligible  to 
electio  use  IFRS,  beginning  with  filings 
in  2010. 

DATES:  Comments  should  be  received  on 
or  before  February  19,  2009. 

ADDRESSES:  Comments  may  be 
submitted  by  any  of  the  following 
methods: 

Electronic  Comments 

•  Use  of  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/ proposed. shtml)\  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  S7-27-08  on  the  subject  line; 
or 

•  Use  the  Federal  Rulemaking  ePortal 
(http://www.fegulations.gov).  Follow  the 
instructions  for  submitting  comments. 


73,  No.  226 /Friday,  November  21, 


Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Florence  E.  Harmon,  Acting 
Secretary,  Securities  and  Exchange 
Commission,  100  F  Street,  NE., 
Washington,  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  S7-27-08.  The  file  number 
should  be  included  on  the  subject  line 
if  e-mail  is  used.  To  help  us  process  and 
review  your  comments  more  efficiently, 
please  use  only  one  method.  The 
Commission  will  post  all  comments  on 
the  Commission’s  Internet  Web  site 
(http://www.sec.gov/ruIes/proposed/ 
shtml).  Comments  also  are  available  for 
public  inspection  and  copying  in  the 
Commission’s  Public  Reference  Room, 
100  P'  Street,  NE.,  Washington,  DC 
20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
All  comments  received  will -be  posted 
without  change:  we  do  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly. 

FOR  FURTHER  INFORMATION  CONTACT: 

Craig  Olinger,  Deputy  Chief  Accountant, 
Division  of  Corporation  Finance,  at 
(202)  551-3400  or  Michael  D.  Coco, 
Special  Counsel,  Office  of  International 
Corporate  F'inance,  Division  of 
Corporation  Finance,  at  (202)  551-3450, 
or  Liza  McAndrew  Moberg,  Professional 
Accounting  Fellow,  Office  of  the  Chief 
Accountant,  at  (202)  551-5300,  U.S. 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-3628. 

SUPPLEMENTARY  INFORMATION:  The 

Commission  is  publishing  for  comment 
a  proposed  Roadmap  and  proposed 
amendments  to  Regulations  S-X,’  S-K  ^ 
and  C^  under  the  Securities  Act  of  1933 
(the  “Securities  Act”),‘‘  and  Rule  12b- 
2,5  Schedule  13E-3,5  Schedule  TO,^ 
Regulation  G,”  and  Form  8-K,®  under 
the  Securities  Exchange  Act  of  1934  (the 
“Exchange  Act”).^°  In  Regulation  S-X, 
we  propose  to  amend  Rules  1-01  1- 

02,12  3-10,13  4_oi  14  and  8-01,i5  and  to 


'  17  CFR  210.1-01-210.12-29.  Regulation  S-X 
sets  forth  the  form  and  content  of  requirements  for 
financial  statements. 

2  17  CFR  229.10  et  seq. 

1 17  CFR  230.400  efseq. 

«15U.S.C.  77aetseq. 

5  17CFR240.12b-2. 

6 17  CFR  240.136-100. 

'17CFR240.14d-100. 

«17  CFR  244  et  seq. 

8 17  CFR  249.308. 

10  15  U.S.C.  78a  et  seq. 

”17  CFR  210  1-01. 

12  17  CFR  210.1-02. 

”17  CFR  210.3-10. 

14  17  CFR  210.4-01. 

15  17  CFR  210.8-01. 
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add  Article  13.  We  are  proposing  the 
new  Article  13  to  apply  to  U.S.  issuers 
and,  as  a  conforming  change,  to  foreign 
private  issuers  that  file  IFRS  financial 
statements. ^2  jn  Regulation  S-K,  we 
propose  to  amend  Items  10, 101,^® 
301,20  504,21  1100,22  1112,23  1114  24 
and  1115.25  In  Regulation  C,  we  propose 
to  amend  Rule  405.2®  jn  Regulation  G, 
we  propose  to  amend  Item  101. 22 
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A  ‘‘foreign  private  issuer,”  as  defined  in  Rule 
3b-4(c)  (17  CFR  240.3b-4(c)l,  means  any  foreign 
issuer  other  than  a  foreign  government  except  an 
issuer  that  meets  the  following  conditions:  (1)  More 
than  50  percent  of  the  issuer's  outstanding  voting 
securities  are  directly  or  indirectly  held  of  record 
by  residents  of  the  United  States;  and  (2)  any  of  the 
following:  (i)  the  majority  of  the  executive  officers 
or  directors  are  United  States  citizens  or  residents; 
(ii)  more  than  50  percent  of  the  assets  of  the  issuer 
are  located  in  the  United  States;  or  (iii)  the  business 
of  the  issuer  is  administered  principally  in  the 
United  States. 

42  As  explained  in  Section  V.B.  below,  inclusion 
of  foreign  private  issuers  in  Article  13  will  not 
change  the  content  of  their  financial  statements 
filed  under  Form  20-F. 

”17  CFR  229.10. 

”17  CFR  229.101. 

”17  CFR  229.301. 

”17  CFR  229.504. 

”17  CFR  229.1100. 

”17  CFR  229.1112. 

24  17  CFR  229.1114. 

25  17  CFR  229.1115. 

26 17  CFR  230.405. 

22 17  CFR  244.101. 
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b.  Relationship  to  the  Accounting  Standard 
Setting  Process 

IV.  Proposal  for  the  Limited  Early  Use  of 

IFRS  Where  This  Would  Enhance 
Comparability  for  U.S.  Investors 

A.  Eligibility  Requirements 

B.  Staff  Letter  of  No  Objection  to  the  Use 
of  IFRS 

C.  Transition 

D.  Alternative  Proposals  for  U.S.  GAAP 
Information 

1.  Proposal  A — Reconciled  Information 
Pursuant  to  IFRS  1 

2.  Proposal  B — Supplemental  U.S.  GAAP 
Information 

3.  Discussion  of  Proposals  A  and  B 

V.  Di.scussion  of  Proposed  Amendments 

A.  The  Use  of  IFRS  Financial  Statements 

in  Commission  Filings  by  Eligible  Issuers 

1.  Proposed  Amendments  to  Rule  4-01  of 
Regulation  S-X 

2.  Proposed  Definition  of  “IFRS  Issuer” 

B.  Application 

1.  Article  13  of  Regulation  S-X 

2.  Proposed  Clarifying  Amendments  With 
Respect  to  References  to  IFRS  as  Issued 
by  the  lASB 

C.  Proposed  Amendments  to  Item  10(e)  of 
Regulation  S-K  and  Regulation  G 

D.  Related  Disclosure  and  Financial 
Reporting  Issues 

1.  Selected  Financial  Data 

2.  Market -Risk  and  the  Safe  Harbor 
Provisions 

3.  Disclosure  of  First-Time  Adoption  of 
IFRS  in  Form  10— K 

4.  Other  Considerations  Relating  to  IFRS 
and  U.S.  GAAP  Guidance 

E.  Financial  Statements  of  Other  Entities 
Under  Regulation  S-X 

1.  Application  of  the  Amendments  to  Rules 
3-05,  3-09  and  3-14 

a.  Significance  Testing 

b.  Separate  Historical  Financial  Statements 
of  Another  Entity  Provided  Under  Rule 
3-05,  3-09  or  3-14 

2.  Financial  Statements  Provided  Under 
Rule  3-10 

3.  Financial  Statements  Provided  Under 
Rule  3-16 

F.  Pro  Forma  Financial  Statements 
Provided  Under  Article  11 

G.  Industry  Specific  Matters 

1.  Disclosure  Pursuant  to  Industry  Guides 

2.  Disclosure  From  Oil  and  Gas  Companies 
Under  FAS  69 

H.  Application  of  the  Proposed 
Amendments  to  Other  Forms,  Rules  and 
Schedules 

I.  Application  of  Proposed  Amendments  to 
Exempt  Offerings 

2.  References  to  FASB  Pronouncements  in 
Form  8-K 

3.  Application  of  IFRS  to  Tender  Offer  and 
Going-Private  Rules 

I.  General  Request  for  Comments 

II.  Paperwork  Reduction  Act 

A.  Background 

B.  Burden  and  Cost  Estimates  Related  to 
the  Proposed  Amendments 

C.  Request  for  Comment 

VIII.  Cost-Benefit  Analysis 

A.  Proposal  for  Early  Use  of  IFRS  by  U.S. 
Issuers 

1.  Expected  Benefits 

2.  Expected  Costs 


B.  Proposal  A:  Reconciled  Information 
Pursuant  to  IFRS  1 

1.  Expected  Benefits 

2.  Expected  Costs 

C.  Propo.sal  B:  Supplemental  U.S.  GAAP 
Information 

1 .  Expected  Benefits 

2.  Expected  Costs 

IX.  Regulatory  Flexibility  Act  Certification 

X.  Consideration  of  Impact  on  the  Economy, 

Burden  on  Competition  and  Promotion 
of  Efficiency,  Competition  and  Capital 
Formation 

XI.  Proposed  Amendments  to  the 

Codification  of  Financial  Reporting 
Policies 

XII.  Statutory  Basis  and  Text  of  Proposed 
Amendments 

I.  Overview 

The  Commission  is  proposing  this 
Roadmap  towards  requiring  the  use  of 
International  Financial  Reporting 
Standards  (“IFRS”)  as  issued  by  the 
International  Accounting  Standards 
Board  (“IASB”)28  by  U.S.  issuers  as 
part  of  its  consideration  of  the  role  a 
single  set  of  high-quality  accounting 
standards  plays  in  investor  protection 
and  the  efficiency  and  effectiveness  of 
capital  formation  and  allocation.  As 
capital  markets  have  become 
increasingly  global,  U.S.  investors  have 
a  corresponding  increase  in 
international  investment  opportunities. 
In  this  environment,  we  believe  that 
U.S.  investors  would  benefit  from  an 
enhanced  ability  to  compare  financial 
information  of  U.S.  companies  with  that 
of  non-U.S.  companies.  The 
Commission  has  long  expressed  its 
support  for  a  single  set  of  high-quality 
global  accounting  standards  as  an 
important  means  of  enhancing  this 
comparability. 30  We  believe  that  IFRS 

As  used  in  this  release,  the  phrase  "IFR.S  as 
issued  hy  the  lASB”  refers  to  the  authoritative  text 
of  IFRS,  which,  according  to  the  Constitution  of  the 
International  Accounting  Standards  Committee 
Foundation  (“lASC  Foundation”),  is  published  in 
English.  See  “International  Financial  Reporting 
Standards,  including  International  Accounting 
Standards  and  Interpretations  as  at  1  January  2007,” 
Preface  to  International  Financial  Reporting 
Standards,  at  paragraph  23.  Unless  otherwise  noted, 
the  phra.se  “IFRS”  refers  to  IFRS  as  issued  by  the 
lASB. 

^®The  terms  "U.S.  issuer”  and  “domestic  issuer” 
are  u.sed  interchangeably  in  this  release.  Although 
there  is  no  specific  definition  of  tho.se  terms  under 
the  Exchange  Act  or  the  Securities  Act,  they  are 
used  in  this  document  to  refer  to  any  issuer  that 
files  annual  reports  pursuant  to  the  Exchange  Act 
on  Form  10-K  [17  CFR  249.310)  or  a  registration 
statement  under  the  Securities  Act  for  which 
foreign  private  issuer  .status  is  not  an  eligibility 
requirement.  For  purposes  of  this  release,  the  terms 
U.S.  i.ssuer  and  domestic  issuer  also  include  a 
foreign  issuer  or  foreign  private  issuer,  as  defined 
in  Rule  3b— 4  under  the  Exchange  Act  (17  CFR 
240.3b— 4(c)|  and  in  Rule  405  under  the  Securities 
Act  [17  CFR  230.405],  that  elects  to  file  on  domestic 
forms. 

See,  for  example.  Release  No.  33-6807 
(November  14,  1988)  |53  FR  46963  (November  21, 
1988)1. 


has  the  potential  to  best  provide  the 
common  platform  on  which  companies 
can  report  and  investors  can  compare 
financial  information. 

This  proposed  Roadmap  first 
addresses  the  basis  for  considering  the 
mandatory  use  of  IFRS  by.U.S.  issuers. 

It  then  sets  forth  seven  milestones 
which,  if  achieved,  could  lead  to  the  use 
of  IFRS  by  U.S.  issuers  in  their  filings 
with  the  Commission. 31  The 
Commission  in  2011  would  determine 
whether  to  proceed  with  rulemaking  to 
require  that  U.S.  issuers  use  IFRS 
beginning  in  2014  if  it  is  in  the  public 
interest  and  for  the  protection  of 
investors  to  do  so.  These  milestones 
relate  to: 

•  Improvements  in  accounting 
standards: 

•  The  accountability  and  funding  of 
the  lASC  Foundationf 

•  The  improvement  in  the  ability  to 
use  interactive  data  for  IFRS  reporting; 

•  Education  and  training  relating  to 
IFRS; 

•  Limited  early  use  of  IFRS  where 
this  would  enhance  comparability  for 
U.S.  investors; 

•  The  anticipated  timing  of  future 
rulemaking  by  the  Commission:  and 

•  The  implementation  of  the 
mandatory  use  of  IFRS  by  U.S.  issuers. 
After  describing  the  milestones,  this 
proposed  Roadmap  also  discusses  how 
IFRS  reporting  by  U.S.  issuers  may 
affect  other  participants  in  the  capital 
markets. 

As  a  step  along  this  Roadmap,  this 
release  then  describes  proposed 
amendments  to  permit  a  U.S.  issuer  that 
is  among  the  largest  companies 
worldwide  within  its  industry,  and 
whose  industry  uses  IFRS  as  the  basis 
of  financial  reporting  more  than  any 
other  set  of  standards,  to  elect  to  use 
IFRS  beginning  with  filings  for  fiscal 
years  ending  on  or  after  December  15, 
2009.  These  amendments  include  a 
process  by  which  U.S.  issuers  would 
seek  confirmation  from  Commission 
staff  that  they  are  eligible  to  use  IFRS  in 
their  Commission  filings.  This  release 
also  seeks  comment  on  tw'o  alternative 
proposals  under  which  U.S.  issuers  that 

This  release  does  not  address  the  method  the 
Commission  would  use  to  mandate  IFRS  for  U.S. 
issuers.  One  of  the  options  would  be  for  the 
Financial  Accounting  Standards  Board  (“FASB”)  to 
continue  to  be  the  designated  standard  setter  for 
purposes  of  establishing  the  financial  reporting 
standards  in  issuer  filings  with  the  Commission.  In 
this  option  our  presumption  would  be  that  the 
FASB  would  incorporate  all  provisions  under  IFRS, 
and  all  future  changes  to  IFRS,  directly  into 
generally  accepted  accounting  principles  as  used  in 
the  United  States  (“U.S.  GAAP”).  This  type  of 
approach  has  been  adopted  by  a  significant  number 
of  other  jurisdictions  when  they  adopted  IFRS  as 
the  basis  of  financial  reporting  in  their  capital 
markets. 
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elect  to  use  IFRS  would  disclose  U.S. 
GAAP  information. 

II.  The  Role  of  IFRS  in  the  U.S.  Capital 
Markets 

A.  The  Promise  of  Global  Accounting 
Standards 

1.  The  Global  Nature  of  Today’s  Capital 
Markets 

Today,  investors,  issuers  and  other 
capital  markets  participants  are  able  to 
engage  in  flnancial  transactions  across 
national  boundaries  and  to  make 
investment,  capital  allocation  and 
financing  decisions  on  a  global  basis 
more  readily  than  ever  before.  This  is 
due  in  large  measure  to  today’s  ever- 
faster  communications,  and  ever-more- 
closely  linked  markets.  Advances  in 
technology  that  facilitate  securities 
transactions  have  reduced  barriers  that 
previously  existed  and  that  may  have 
impeded  cross-border  investment  for 
both  retail  and  institutional  investors. 
For  instance,  investors  can  more  readily 
obtain  information  on  a  wide  variety  of 
international  investment  opportunities 
than  in  the  past,  largely  due  to  the 
-availability  of  information  over  the 
Internet.  Further,  it  is  now  possible  for 
U.S.  investors  to  have  access  to  real¬ 
time  securities  transaction  data  from 
stock  exchanges  and  other  securities 
markets  from  around  the  world  and  to 
trade  on  global  exchanges  through 
accounts  they  manage  over  the  Internet. 
As  trading  and  investment  become  more 
global,  investors  face  an  increasing  need 
for  full,  fair  and  reliable  disclosure  that 
enables  comparison  of  financial 
information  across  investment 
alternatives  that  cross  national 
boundaries. 

A  large  and  increasing  number  of  U.S. 
investors  hold  securities  of  non-U.S. 
issuers.  Further,  U.S.  investors  have  the 
ability  to  make  cross-border  investments 
readily.32  Thus,  we  believe  it  is 
important  for  U.S.  investors  to  have 
access  to  the  tools  to  compare 
effectively  and  efficiently  their 
investment  opportunities  in  a  global 
capital  market.  The  Commission  has 
long  considered  a  reduction  in  the 
disparity  between  the  accounting  and 
disclosure  practices  of  the  United  States 
and  those  of  other  countries  as  an 
important  objective  for  both  the 
protection  of  investors  and  the 


Over  the  period  from  1990  to  2006,  estimated 
investments  in  foreign  equity  securities  held  by 
U.S.  residents  has  grown  from  approximately  $200 
billion  to  $4,300  billion,  based  on  estimates 
published  by  the  U.S.  Bureau  of  Economic 
Analysis,  U.S.  Treasury  statistics.  See  http:// 
bea.gOv/international/xIs/mtinv07_t2.xls.  Included 
in  this  category  are  investments  in  equities,  whether 
listed  or  unlisted,  where  the  holding  by  the  U.S. 
resident  is  less  than  10%. 


efficiency  of  capital  markets. ^3  Further, 
while  our  recent  Advisory  Committee 
on  Improvements  to  Financial  Reporting 
(“CIFiR”)  purposefully  limited  its  scope 
relating  to  international  matters  due  to 
ongoing  efforts  by  the  Commission  and 
the  FASB,  it  did  similarly  note  the 
following  in  its  final  report  to  the 
Commission.  34 

We  broadly  support  the  continued  move  to 
a  single  set  of  high-quality  global  accounting 
standards,  coupled  with  enhanced 
international  coordination  to  foster  their 
consistent  interpretation  and  to  avoid 
jurisdictional  variants.  Further,  we  encourage 
the  development  of  a  roadmap  to  identify 
issues  and  milestones  to  transition  to  this 
end  state  in  the  U.S.,  with  sufficient  time  to 
minimize  disruptions,  resource  constraints, 
and  the  complexity  arising  from  such  a 
significant  change. 35 

The  Commission  recognizes  that  the 
use  of  a  single,  widely  accepted  set  of 
high-quality  accounting  standards 
would  benefit  both  the  global  capital 
markets  and  U.S.  investors  by  providing 
a  common  basis  for  investors,  issuers 
and  others  to  evaluate  investment 
opportunities  and  prospects  in  different 
jurisdictions.  U.S.  investors  would  be 
able  to  make  better-informed  investment 
decisions  if  they  were  to  obtain  high- 
quality  financial  information  from  U.S. 
companies  that  is  more  comparable  to 
the  presently  available  information  from 
non-U.S.  companies  operating  in  the 
same  industry  or  line  of  business. 

Capital  formation  and  investor 
understanding  would  be  enhanced  if  the 
world’s  major  capital  markets  all 
operated  under  a  single  set  of  high- 
quality  accounting  standards  that  elicit 
comparable,  high-quality  financial 
information  fi'om  public  companies. 

2.  Potential  for  IFRS  as  the  Global 
Accounting  Standard 

The  increasing  acceptance  and  use  of 
IFRS  in  major  capital  markets 
throughout  the  world  over  the  past 
several  years,  and  its  anticipated  use  in 
other  countries  in  the  near  future, 
indicate  that  IFRS  has  the  potential  to 
become  the  set  of  accounting  standards 
that  best  provide  a  common  platform  on 
which  companies  can  report  and 
investors  can  compare  financial 


33  See,  for  example,  Release  No.  33-6360 
(November  20, 1981)  [46  FR  58511  (December  2, 
1981)].  For  a  further  discussion  of  the  Commission’s 
previous  actions  promoting  development  of  a  single 
set  of  high-quality  globally  accepted  accounting 
standards,  see  Section  III.C.  of  Release  No.  33-8831 
(August  7.  2007)  [72  FR  45600  (August  14,  2007)] 
(“2007  Concept  Release”). 

3<  See  Final  Report  of  the  Advisory  Committee  on 
Improvements  to  Financial  Reporting  to  the  United 
States  Securities  and  Exchange  Commission 
(August  1,  2008)  (“CIFiR  Final  Report”). 

35  CIFiR  Final  Report,  at  page  21  (footnotes 
references  omitted). 


information.  Approximately  113 
countries  around  the  world  currently 
require  or  permit  IFRS  reporting  for 
domestic,  listed  companies. 36 

Foreign  jurisdictions  have  chosen  to 
require  or  allow  IFRS  for  many  different 
reasons.  For  example,  in  the  European 
Union  (the  “E.U.”),  prior  to  its 
requirement  relating  to  IFRS  applicable 
to  companies  incorporated  and  publicly 
traded  in  its  Member  States,37 
accounting  standards  in  each  of  the  E.U. 
Member  States  generally  were 
established  individually  in  each 
jurisdiction.  Further,  each  Member  State 
would  typically  permit  the  use  in  its 
capital  markets  of  accounting  standards 
set  in  other  jurisdictions,  in  addition  to 
its  own  domestic  accounting 
standards.36  IFRS  provided  a  common 
set  of  accounting  principles  under 
which  all  domestic  listings  in  the  E.U. 
could  report.  In  Canada,  accounting 
standard  setters  concluded  that,  given 
the  increasing  globalization  of  capital 
markets  and  other  recent  developments, 
that  it  was  timely  for  public  Canadian 
companies  to  adopt  globally  accepted, 
high-quality  accounting  standards  by 
converging  Canadian  GAAP  with  IFRS 
over  a  transitional  period,  after  which  a 
separate  and  distinct  Canadian  GAAP 
would  cease  to  exist  as  a  basis  of 
financial  reporting  for  public 
companies.36  In  Australia,  the  decision 
to  adopt  IFRS  was  part  of  a  strategy  to 
ensure  consistency  and  comparability  of 
Australian  financial  reporting  with 
financial  reporting  across  global 
financial  markets.4o  More  countries 


35  Some  countries  have  enacted  IFRS  as  national 
standards  and  require  compliance  to  be  stated  with 
those  national  standards.  In  some  cases,  these 
national  standards  are  identical  to  IFRS  as  issued 
by  the  lASB;  in  other  cases,  these  national 
standards  have  been  more  narrow,  yet  consistent 
with  IFRS  as  issued  by  the  lASB;  and,  in  yet  other 
cases,  these  national  standards  may  permit 
additional  options  that  are  inconsistent  with  IFRS 
as  issued  by  the  lASB,  although  companies  may  opt 
to  apply  standards  so  that  they  comply  with  IFRS 
as  issued  by  the  lASB.  See  http://www.iasplus.com/ 
country/useias.htm. 

32  See  Regulation  (EC)  No.  1606/2002  of  the 
European  Parliament  and  of  the  Coimcil  of  the 
European  Union  of  19  July  2002  on  the  application 
of  international  accounting  standards.  Official 
Journal  L.  243,  11/09/2002  P.  0001-0004. 

38  For  example,  U.S.  GAAP  was  accepted  by  some 
E.U.  Member  States  for  domestic  registrants  and 
still  is  accepted  for  foreign  registrants. 

38  For  additional  information,  see  http:// 
www.cica.ca/index.cfm/ci_id/44036/la_id/l.htm. 
The  staff  of  the  Canadian  Securitities 
Administrators  (“CSA”)  has  proposed  retaining  the 
existing  option  for  a  domestic  Canadian  issuer  that 
is  also  an  SEC  issuer  to  use  U.S.  GAAP.  See  http:// 
www.cica.ca/3/9/1/6/6/indexl.shtml.  for  the  link  to 
“CSA  Announcement  re:  IFRS  in  Canada”  (CSA 
Staff  Notice  52-321). 

S’ee  http://www.asic.gov.au/asic/asic.nsf/ 
byheadline/Your+questions+about+impIementing 
+the+IFRS?openDocument1tl . 
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have  adopted  IFRS,  including  Israel,^! 
and  others  have  plans  to  allow  it, 
including  Brazil. market 
capitalization  of  exchange  listed 
companies  in  the  E.U.,  Australia  and 
Israel  totals  $11  trillion  (or 
approximately  26%  of  global  market 
capitalization),  and  the  market 
capitalization  from  those  countries  plus 
Brazil  and  Canada  totals  $13.4  trillion 
(or  approximately  31%  of  global  meu'ket 
capitalization).'*^ 

The  Commission  is  aware  of  the 
transitions  made  by  other  countries  to 
IFRS.  For  example,  the  vast  majority  of 
listed  European  companies,  including 
banks  and  insurance  companies,  moved 
to  comply  with  the  E.U.  IFRS 
requirement  in  2005  with  the  remainder 
transitioning  in  2007.  Under  these 
transition  approaches,  in  essence  all  or 
almost  all  of  the  listed  companies 
transitioned  to  IFRS  at  the  same  time. 
Some  foreign  regulators  have  published 
reports  relating  to  the  implementation  of 
IFRS  in  their  country.  For  example,  the 
U.K.  Financial  Reporting  Review  Panel 
and  the  Autorite  des  Marches  Financiers 
of  France  (“AMF”)  have  both  published 
reports  making  observations  on  IFRS  as 
applied  in  their  jurisdictions.'*'* 

As  with  all  countries  that  have 
evaluated  the  potential  use  of  IFRS  in 
their  own  markets,  the  policy 
considerations  in  the  United  States  must 
factor  in  the  individual  circumstances  of 
its  investors  and  capital  markets.  The 
U.S.  capital  markets  are  among  the 
largest  and  most  liquid  in  the  world. 

U.S.  GAAP  is  a  well-established  basis  of 
financial  reporting  and  is  applied  by  all 
U.S.  public  companies,  many  foreign 
companies,  and  many  U.S.  private 
companies,  as  well  as  their  auditors. 
Today,  U.S.  GAAP  is  accepted  in  capital 
markets  around  the  world,  and  the 
Commission  requires  its  use  by  all 
domestic  issuers."*®  The  accounting 
principles  established  by  the  FASB  have 
been  recognized  by  the  Commission  as 


See  Israel  Accounting  Standard  No.  29 
“Adoption  of  International  Financial  Reporting 
Standards,"  which  describes  the  adoption  of  IFRS 
in  Israel  for  years  starting  on  January  1,  2008. 

See  http://www.cvm.gov.br/port/snc/inst457 

.pdf. 

All  figures  are  from  the  World  Federation  of 
Stock  Exchanges,  Domestic  Market  Capitalization  as 
of  September  30,  2008,  in  U.S.  dollars. 

**  For  the  report  of  the  U.K.  Financial  Reporting 
Review  Panel,  see  “Preliminary  Report:  IFRS 
Implementation”  available  at  http://www.frc.org.uk 
/images/uploaded/documents/IFRS%20 
lmplementation%20-%20preliminary.pdf.  For  the 
report  of  the  AMF,  see  “Recommendations  on 
accounting  information  reported  in  flnancial 
statements  for  2006,”  dated  December  19.  2006, 
available  at  http://www.amf-france.org/documents/ 
general/7565_l  .pdf 

See  Rule  4— 01(a)(1)  of  Regulation  S-X  [17  CFR 
210.4-01(a)(l)l. 


“generally  accepted”  for  purposes  of  the 
U.S.  federal  securities  laws."*® 

Regardless  of  whether  the 
Commission  decides  to  allow  or  require 
IFRS  for  U.S.  issuers  in  the  future,  the 
past  and  anticipated  move  towards  the 
use  of  IFRS  in  other  jurisdictions  may 
have  begun  to  affect  U.S.  investors’ 
ability  to  evaluate  investment 
alternatives  as  their  level  of  investment 
in  non-U. S.  companies  has  increased 
over  time.'*’’  The  growing  level  of  foreign 
investment  by  U.S.  residents  in 
international  investment  opportunities, 
including  opportunities  to  invest  in 
issuers  that  do  not  file  reports  with  the 
Commission,  makes  it  likely  that  U.S. 
investors  will  increasingly  need  to  use 
IFRS  financial  statements."*®  Also,  it  is 
likely  that  large  U.S.  issuers  that 
compete  for  capital  on  a  global  basis 
will  increasingly  need  to  use  and 
understand  IFRS  financial  statements  in 
order  to  remain  competitive.  For  these 
reasons,  the  Commission  finds  it 
advisable  to  continue  to  pursue 
consideration  of  the  use  of  IFRS  in  the 
U.S.  markets  in  order  to  better  equip 
U.S.  investors  to  make  comparisons  of 
U.S.  companies  with  certain  non-U.S. 
companies,  while  balancing  this  with 
the  fact  that  U.S.  investors  should  be 
able  to  compare  U.S.  companies  with 
other  U.S.  companies. 

Promoting  a  single  set  of  globally 
accepted  accounting  standards  will 
benefit  investors  as  more  and  more 
companies  prepare  their  financial 
statements  applying  a  single  set  of  high- 
quality  accounting  standards.  With  a 
single  set  of  accounting  standards, 
investors  can  more  easily  compare 
information  and  will  be  in  a  better 
position  to  make  informed  investment 
decisions.  This  benefit  is  dependent 
upon  use  of  a  single  set  of  high-quality 
standards  globally  and  financial 
reporting  that  is,  in  fact,  consistently 
applied  across  companies,  industries 
and  countries.  Any  decision  we  may 
take  to  expand  the  use  of  IFRS  to  U.S. 
issuers  would  necessitate  our  evaluation 


See  Release  No.  33-8221,  Financial  Reporting 
Release  (“FR”)  70  (April  25.  2003)  [68  FR  23333 
(May  1,2003)1  (“FR  70”). 

"  As  more  companies  move  towards  IFRS 
reporting,  current  and  potential  investors  in  U.S. 
issuers  may  increasingly  be  comparing  those  U.S. 
issuers'  financial  information  to  IFRS-based 
Financial  information  of  competing  investment 
opportunities.  For  example,  approximately  120 
foreign  private  issuers  currently  report  to  the 
Commission  using  IFRS  Financial  statements. 

For  example,  U.S.  investors  may  purchase 
securities  issued  by  a  non-reporting  foreign 
company  directly  on  a  foreign  exchange,  or  they 
may  invest  in  American  Depositary  Receipts 
representing  the  securities  of  a  foreign  private 
issuer  that  is  exempt  from  Exchange  Act  reporting 
r^uirements  pursuant  to  Rule  12g3-2(b)  [17  CFR 
240.12g3-2(b)). 


of  whether  global  developments  support 
the  assertion  of  IFRS  as  the  single  set  of 
high-quality  globally  accepted 
accounting  standards  that  is  applied 
consistently  across  companies, 
industries  and  countries. 

The  Commission  has  identified 
certain  considerations  which  may 
influence  the  degree  to  which 
comparability  may  be  achieved  through 
widespread  adoption  of  IFRS.  These 
considerations  include  the  extent  to 
which  IFRS  is  adopted  and  applied 
globally,  and  whether  IFRS  is  adopted 
and  applied  in  foreign  jurisdictions  as 
issued  by  the  lASB  or  as  jurisdictional 
variants  of  IFRS.'*®  We  believe  that  the 
benefits  of  moving  towards  a  single  set 
of  globally  accepted  standards  as  a  long¬ 
term  objective  for  increased 
comparability  of  financial  statements 
are  attainable  through  the  use  of  IFRS 
only  if  IFRS  represents  a  single  set  of 
high-quality  accounting  standards, 
which  is  best  accomplished  through  the 
use  of  IFRS  as  issued  by  the  lASB.  As 
stated  previously,  each  jurisdiction’s 
considerations  surrounding  the  use  of 
IFRS  in  its  markets  are  unique  to  the 
jurisdiction’s  circumstances.  Therefore, 
the  large  number  of  countries  allowing 
or  requiring  IFRS  in  their  markets  does 
not  alone  determine  the  Commission’s 
decision.  However,  in  determining 
whether  to  proceed  with  requiring  the 
use  of  IFRS  by  U.S.  issuers,  the 
Commission  will  consider  the  extent  to 
which  IFRS  as  issued  by  the  LASB  is 
used  globally,  is  applied  consistently, 
and  supports  the  assertion  of  IFRS  as 
the  single  set  of  high-quality  global 
accounting  standards.®” 

B.  Past  Policy  Considerations  Regarding 
IFRS 

Over  time,  the  Commission  has 
undertaken  a  series  of  initiatives  to 
promote  a  single  set  of  high-quality 
globally  accepted  accounting  standards 
as  a  means  of  advancing  the  objective  of 
reduced  disparity  in  financial  reporting 


♦“Different  jurisdictions  often  have  internal 
processes  through  which  they  adopt  or  incorporate 
IFRS  into  their  national  accounting  standards. 
Decisions  made  during  those  processes  may  result 
in  discrepancies  from  IFRS  as  issued  by  the  LASB. 

In  2007,  as  part  of  our  efforts  to  foster  a  single 
set  of  globally  accepted  accounting  standards,  we 
adopted  amendments  to  allow  foreign  private 
issuers  to  file  IFRS  frnancial  statements  without 
reconciliation  to  U.S.  GAAP  only  if  the  Financial 
statements  were  prepared  in  accordance  with  IFRS 
as  issued  by  the  lASB.  See  “Acceptance  from 
Foreign  Private  Issuers  of  Financial  Statements 
Prepared  in  Accordance  with  International 
Financial  Reporting  Standards  Without 
Reconciliation  to  U.S.,”  Release  No.  33-8879 
(December  21,  2007)  [73  FR  986  (January  4.  2008)) 
(the  “2007  Adopting  Release”).  The  Commission 
proposed  these  rules  in  June  2007  [Release  No.  33- 
8818  (July  3.  2007)]  [72  FR  37962  (July  11,  2007)) 
(the  “2007  Proposing  Release”). 
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between  U.S.  issuers  and  foreign 
issuers.  Convergence  of  U.S.  GAAP  and 
IFRS  as  issued  by  the  lASB,  which 
involves  the  best  efforts  of  the  lASB  and 
the  FASB  (referred  to  jointly  as  “the 
Boards”)  to  make  their  financial 
reporting  standards  fully  compatible  on 
a  standard-by-standard  basis,  has  been 
the  predominant  approach  taken  in  the 
United  States  to  achieve  that  objective 
over  the  past  six  years.^i  As  discussed 
further  below,  the  Commission 
continues  to  support  the  joint  efforts  of 
the  lASB  and  the  FASB  as  an  important 
means  of  increasing  the  quality  of  IFRS 
and  U.S.  GAAP  and,  at  the  same  time, 
reducing  disparity  between  the  two. 

More  recently,  the  Commission’s 
consideration  of  the  use  of  IFRS  by  U.S. 
issuers  has  included  the  issuance  of  a 
Concept  Release  addressing  whether 
U.S.  issuers  should  be  permitted,  but 
not  required,  to  use  IFRS  in  their  filings 

with  the  Commission.®^  Specifically, 

the  Commission  sought  input  on  the 
nature  and  extent  of  the  public’s  interest 
in  giving  U.S.  issuers  the  option  to  file 
with  the  Commission  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB.  The 
Commission  received  over  80  comment 
letters  from  a  wide  range  of  issuers, 
investors,  accounting  firms  and  other 
market  participants.®® 

The  Commission  also  has  held  three 
public  roundtables  consisting  of 
investors,  issuers,  accounting  firms, 
educators,  standard  setters  and  other 
capital  market  participants  to  receive 
further  input  about  the  use  of  IFRS.®^  In 
December  2007,  the  Commission  held 
one  roundtable  on  IFRS  in  U.S.  markets 
and  a  second  on  practical  issues 
surrounding  the  use  of  IFRS  in  recent 
years  and  its  potential  expanded  use  in 
future  years.  The  third  roundtable,  in 
August  2008,  related  to  the  performance 
of  U.S.  GAAP  and  IFRS  during  the  sub¬ 
prime  crisis. 

While  many  commenters  on  the  2007 
Concept  Release  and  the  participants  at 
the  roundtables  supported  allowing  U.S. 
issuers  to  use  IFRS,  certain  commenters 
expressed  the  belief  that  IFRS  should  be 
mandated  for  all  U.S.  issuers  and  not 
limited  to  a  specific  group  of  U.S. 


The  Norwalk  Agreement,  issued  in  2002,  and 
a  Memorandum  of  Understanding  entered  into  by 
the  FASB  and  the  lASB  in  2006  express  the  Boards' 
intentions  to,  on  a  best  efforts  basis,  converge  U.S. 
GAAP  and  IFRS.  See  http://www.fasb.org/news/ 
memorandum  .pdf  and  h  ttp:/ / www.fasb.org/ in  tl/ 
mou_02-27-06.pdf  lor  further  details. 

See  2007  Concept  Release. 

These  comments  are  available  at  http:// 
www.sec.gOv/comments/s7-20-07/s72007.shtml. 

^  Information  on  these  Roundtables,  including 
transcripts,  is  available  on  the  Commission's  Web 
site  at  http://www.sec.gov/spotlight/ 
ifrsroadmap.htm. 


issuers.  Other  commenters  believed  that 
U.S.  issuers  should  continue  to  use  U.S. 
GAAP,  while  supporting  ongoing 
convergence. 

III.  A  Proposed  Roadmap  to  IFRS 
Reporting  by  U.S.  Issuers 

A.  Milestones  To  Be  Achieved  Leading 
to  the  Use  of  IFRS  by  U.S.  Issuers 

The  Commission  is  proposing  this 
Roadmap  to  set  forth  milestones  which, 
if  achieved,  could  lead  to  the  eventual 
use  of  IFRS  by  all  U.S.  issuers.  Through 
this  Roadmap,  the  Commission  is 
seeking  to  realize  the  objective  of 
providing  investors  with  financial 
information  from  U.S.  issuers  under  a 
set  of  high-quality  globally  accepted 
accounting  standards,  which  would 
enable  U.S.  investors  to  better  compare 
financial  information  of  U.S.  issuers  and 
competing  international  investment 
opportunities.  This  Roadmap  is  further 
intended  to  encourage  market 
participants  to  consider  the  effect  of 
IFRS  in  our  capital  markets  and  to 
prepare  for  the  use  of  IFRS  financial 
statements  by  U.S.  issuers  in  their 
filings  with  the  Commission. 

In  addition  to  the  milestones,  the 
Commission  also  expects  to  consider, 
among  other  things,  whether  IFRS  as 
issued  by  the  lASB  is  a  globally 
accepted  set  of  accounting  standards 
and  whether  it  is  consistently  applied. 
The  advantages  to  U.S.  investors  of 
increased  comparability  across 
investment  alternatives,  as 
contemplated  under  this  Roadmap,  are 
dependent  upon  financial  reporting 
under  IFRS  that  is,  in  fact,  consistent 
across  companies,  industries  and 
countries. 

The  course  of  action  described  in  this 
proposed  Roadmap  reflects  the 
deliberations  of  the  Commission  in  light 
of  current  circumstances.  We  intend  to 
publish  the,  final  Roadmap,  if  adopted, 
in  our  Codification  of  Financial 
Reporting  Policies.®®  We  recognize, 
however,  that  as  events  occur,  new 
circumstances  may  require  us  to  update 
or  revise  the  Roadmap.  With  the 
knowledge  of  the  anticipated  timetable 
for  Commission  rulemaking  initiatives 
on  this  policy  matter,  investors,  issuers 
and  other  market  participants  may 
engage  more  concretely  in  discussions 
about  IFRS  for  U.S.  issuers,  both 
through  comments  provided  to  the 
Commission  as  well  as  in  further 
dialogue  among  parties  potentially 
affected.  The  Commission  believes  that 
any  future  actions  relating  to  the  use  of 
IFRS  by  U.S.  issuers  would  benefit  from 
the  increased  awareness  by  all  affected 


**  See  FR  1  (April  15, 1982).  7  Fed.  Sec.  L.  Rep. 
(CCH)  1 72,401,  at  62,021. 


parties  of  the  related  issues  and 
preparedness  that  this  Roadmap  is 
intended  to  foster.  As  we  progress  along 
this  initiative,  we  anticipate  receiving 
extensive  input  from  investors,  issuers 
and  other  affected  parties,  which  we 
will  consider  carefully. 

This  proposed  Roadmap  relates  solely 
to  U.S.  issuers  with  respect  to  their 
periodic  reporting  requirements  under 
Sections  13  and  15(d)  of  the  Exchange 
Act,  proxy  and  information  statements 
under  Section  14  of  the  Exchange  Act 
and  registration  statements  under 
Section  12  of  the  Exchange  Act  and 
Section  7  of  the  Securities  Act.  Our 
considerations  at  this  time  with  respect 
to  the  possible  use  of  IFRS  do  not ' 
include  issuers  that  are  investment 
companies  under  the  Investment 
Company  Act  of  1940.  Likewise,  at  this 
time,  the  Roadmap  does  not  extend  to 
other  types  of  finaricial  reports  that  are 
filed  or  furnished  to  the  Commission  by 
regulated  entities,  such  as  registered 
broker-dealers. 

1.  Improvements  in  Accounting 
Standards 

In  October  2002,  the  FASB  and  the 
lASB  announced  the  issuance  of  a 
memorandum  of  understanding,  called 
the  Norwalk  Agreement.  The  two  bodies 
acknowledged  their  joint  commitment 
to  the  development,  “as  soon  as 
practicable,”  of  high-quality,  compatible 
accounting  standards  that  could  be  used 
for  both  domestic  and  cross-border 
financial  reporting.  At  that  time,  the 
FASB  and  the  lASB  pledged  to  use  their 
best  efforts  to  make  their  existing 
financial  reporting  standards  fully 
compatible  as  soon  as  is  practicable  and 
to  coordinate  their  future  work 
programs  to  ensure  that  once  achieved, 
compatibility  is  maintained.  In  a  2006 
Memorandum  of  Understanding,  the 
FASB  and  the  lASB  indicated  that  a 
common  set  of  high-quality  global 
standards  remains  the  long-term 
strategic  priority  of  both  the  FASB  and 
the  lASB.  As  part  of  this  commitment, 
the  lASB  and  the  FASB  set  out  a  work 
plan  covering  several  projects  and 
coordinated  agendas  so  that  major 
projects  that  one  board  takes  up  may 
also  be  taken  up  by  the  other  board. 

That  plan  covered  specific  long-  and 
short-term  projects  for  work  into  2008. 
In  November  2007,  the  Trustees  of  the 
lASC  Foundation  reiterated  their 
support  for  continuing  the  work 
program  described  in  these  memoranda, 
noting  that  future  work  is  largely 
focused  on  areas  in  which  the  objective 
is  to  develop  new  world-class 
international  standards.  The  FASB  and 
the  lASB  have  updated  the  timetable  for 
their  joint  work  under  the  2006 
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Memorandum  of  Understanding.'^®  The 
next  phase  of  the  joint  work  plan  goes 
through  2011. 

The  current  joint  work  plans  of  the 
two  standard  setters,  as  well  as  other 
work  undertaken  by  them,  furthers  the 
goal  of  comprehensive,  high-quality 
standards.  The  Commission  will 
continue  to  monitor  the  activities  of 
both  the  FASB  and  the  lASB  and  the 
progress  of  their  efforts.  In  past 
Commission  releases,  we  have  noted 
areas  where  IFRS  provides  limited 
guidance  on  a  particular  topic,  such  as 
accounting  for  insurance  contracts  and 
for  extractive  activities.®^  Further,  the 
current  work  plan  of  the  FASB  and  the 
lASB  includes  accounting  standards, 
including  (without  emphasizing 
priority)  revenue  recognition  and 
tinancial  statement  presentation,  that 
when  completed  should  improve 
financial  reporting  significantly.  The 
Commission  will  consider  the  degree  of 
progress  made  by  the  FASB  and  the 
lASB  in  any  future  evaluation  of  the 
potential  expanded  role  of  IFRS  in  the 
reporting  by  U.S.  issuers.  When  the 
Commission  considers  mandating  use  of 
IFRS  by  U.S.  issuers  in  2011,  it  would 
consider  whether  those  accounting 
standards  are  of  high  quality  and 
sufficiently  comprehensive.®®  The 
Commission  urges  the  two  Boards  to 
continue  working  towards  the 
completion  of  their  joint  work  plan 
estimated  to  be  completed  in  2011  and 
other  projects  that  are  expected  to 
improve  financial  reporting. 

In  addition,  it  is  important  that 
accounting  standards  be  established 
under  a  robust,  independent  process 
that  includes  careful  consideration  of 
possible  alternative  approaches  and  due 
process,  which  allows  for  input  from 
and  consideration  of  views  expressed  by 
affected  parties,  including  investors.  It 
is  also  important  that  accounting 
standards  are  promptly  considered  to 
keep  standards  current  and  reflect 
emerging  accounting  issues  and 
changing  business  practices.  Further,  it 
is  important  that  the  accounting 
standards  produced  are  capable  of 
improving  the  accuracy  and 
effectiveness  of  financial  reporting  and 
the  protection  of  investors,  and  of 
resulting  in  a  high  quality  of  financial 
reporting  relative  to  the  standards 


See  the  update  to  the  2006  Memorandum  of 
Understanding  at  http://wv,-w.fasb.org/intl/ 
MOU_09-ll-08.pdf. 

See  the  discussion  in  Section  III.B.4,  below. 

High  quality  accounting  standards  consist  of  a 
set  of  neutral  principles  that  require  consistent, 
comparable,  relevant  and  reliable  inforihation  that 
is  useful  for  investors.  See  “SEC  Concept  Release: 
International  Accounting  Standards.”  Release  No. 
33-7801  (February  16,  2000)  |65  FR  8896  (February 
23,  2000)]. 


which  may  be  replaced.  Thus,  in 
considering  future  action  as  set  out  in 
this  Roadmap,  the  Commission  would 
also  assess  whether  it  believes  that  the 
lASB  continues  to  develop  its  standards, 
including  converged  standards,  through 
a  process  that  reflects  these  elements. 

2.  Accountability  and  Funding  of  the 
lASC  Foundation 

The  lASB  is  based  in  London  and  is 
an  accounting  standard  setting  body 
established  to  develop  global  standards 
for  financial  reporting.®®  It  is  overseen 
by  the  lASC  Foundation.  The  lASC 
Foundation  is  based  in  London  and  is 
a  stand-alone,  not-for  profit 
organization,  incorporated  in  Delaware. 
It  is  responsible  for  the  activities  of  the 
lASB  and  other  work  that  centers  on 
IFRS,  such  as  initiatives  related  to 
translation  of  IFRS  firom  the  English 
language,  education  about  IFRS  and  the 
development  of  interactive  data 
taxonomies  for  IFRS.  The  lASC 
Foundation  is  governed  by  22  trustees 
(“lASC  Foundation  Trustees”)  whose 
backgrounds  are  geographically  diverse. 

The  lASC  Foundation  has  financed 
lASB  operations  largely  through 
voluntary  contributions  from  a  wide 
range  of  market  participants  from  across 
the  world’s  capital  markets,  including 
ft'om  a  number  of  firms  in  the 
accounting  profession,  companies, 
international  organizations,  central 
banks  and  governments.  Funding 
commitments  were  made  for  the  period 
2001-2005  and  then  were  extended  for 
an  additional  two  years  through  2007.  In 
June  2006,  the  lASC  Foundation 
Trustees  agreed  on  four  elements  that 
should  govern  the  establishment  of  a 
funding  approach  designed  to  enable 
the  lASC  Foundation  to  remain  a 
private-sector  organization  with  the 
necessary  resources  to  conduct  its  work 
in  a  timely  fashion.  The  lASC 
Foundation  Trustees  determined  that 
characteristics  of  the  new  scheme  for 
2008  would  be  broad-based,  compelling, 
open-ended  and  country-specific.®®  The 


For  more  information  on  the  structure  and 
operation  of  the  lASB.see  http://www.iasb.org. 

Further  description  of  these  elements  can  be 
found  on  the  lASB’s  Web  site  at  http:// 
www.iasb.org/About+  Us/ 
AbouMhe+IASC+Foundation/Funding.htm.  The 
lASC  Foundation  describes  these  principles  as 
follows: 

•  Broad-based:  A  sustainable  long-term  financing 
system  must  expand  the  base  of  support  to  include 
major  participants  in  the  world's  capital  markets, 
including  official  institutions,  in  order  to  ensure 
diversifiration  of  sources. 

•  Compelling:  A  system  must  carry  with  it 
enough  pressure  to  make  free  riding  very  difficult. 
This  could  be  accomplished  through  a  variety  of 
means,  including  official  support  from  the  relevant 
regulatory  authorities  and  formal  approval  by  the 
collecting  organizations. 


lASC  Foundation  Trustees  continue  to 
make  progress  in  obtaining  funding  that 
satisfies  those  elements.®^ 

The  Commission  will  carefully 
consider  the  degree  to  which  the  lASC 
Foundation  has  a  secure,  stable  funding 
mechanism  that  permits  it  to  function 
independently  and  that  enhances  the 
lASB’s  standard  setting  process.  The 
lASC  Foundation  has  developed 
targeted  contribution  levels  from 
individual  jurisdictions.  Realizing  the 
lASC  Foundation’s  goal  of  receiving 
open-ended  funding  commitments  firom 
a  broad  base  of  constituents  and  that  are 
compulsory  would  encourage  the 
independent  functioning  of  the  lASB  in 
its  standard  setting  process.  Otherwise, 
the  lASB  may  be  subject  to  a  perceived 
or,  potentially,  an  actual  connection 
between  the  availability  of  funding  and 
the  outcome  of  its  standard  setting 
process.  We  believe  that  our  future 
determination  regarding  the  required 
use  of  IFRS  for  all  U.S.  issuers  should 
only  occur  after  the  lASC  Foundation 
reaches  its  goal  of  securing  a  stable 
funding  mechanism  that  supports  the 
independent  functioning  of  the  lASB. 

National  accounting  standard  setters 
traditionally  have  been  accountable  to  a 
national  securities  regulator  or  other 
government  authority.  In  the  United 
States,  the  Financial  Accounting 
Foundation  (“FAF”),  the  parent  of  the 
FASB,  is  overseen  by  the  Commission. 
The  lASC  Foundation  has  not 
historically  had  a  similar  link  with  any 
national  securities  regulators. 
Recognizing  that  such  a  relationship 
would  enhance  the  public 
accountability  of  the  lASC  Foundation, 
its  Trustees  have  proposed  amendments 
to  its  Constitution  to  establish  a 
connection  between  the  lASC 
Foundation  and  a  Monitoring  Group 
composed  of  securities  authorities 
charged  with  the  adoption  or 
recognition  of  accounting  standards 
used  in  their  respective  jurisdictions. ®2 


•  Open-ended:  The  financial  commitments 
should  be  open-ended  and  not  contingent  on  any 
particular  action  that  would  infringe  on  the 
independence  of  the  lASC  Foundation  and  the 
lASB.  This  should  include  sustained  support  from 
official  international  organizations,  central  banks 
and  the  major  accounting  firms. 

•  Country-specific:  The  funding  burden  should 
be  shared  by  the  major  economies  of  the  world  on 
a  proportionate  basis,  using  GDP  as  the  key 
determining  factor  of  measurement.  Each  country 
should  meet  its  designated  target  in  a  manner 
consistent  with  the  principles  above.  Trustees 
should  be  assigned  to  specific  countries  to  assist  in 
the  development  of  the  funding  scheme. 

•>'  See  http://www.iasb.org/ About+Us/ 

AbouMhe-y  I ASC-*- Foundation/ 

2008+ funding-ecommitments.htm. 

See  http://www.iasb.org/NR/rdonIyres/ 

12CC4  76D-B88F-4 1 8A-828F-71A  7465FC2E0/0/ 
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The  Commission  has  been  working  with 
other  national  securities  authorities  and 
the  International  Organization  of 
Securities  Commissions  to  establish  the 
Monitoring  Group  to  enable  it  to  begin 
its  work  once  the  lASC  Foundation 
adopts  the  necessary  changes  to  its 
Constitution.®^  The  securities 
authorities,  including  the  Commission, 
envision  that  the  Monitoring  Group  will 
participate  in  and  approve  nominations 
for  lASC  Foundation  Trustees,  review 
the  funding  arrangements  of  the  lASC 
Foundation  for  adequacy  and 
appropriateness,  and  address  matters 
that  the  lASC  Foundation  Trustees  are 
responsible  for,  such  as  oversight  of  the 
lASB  and  potential  areas  for 
consideration  by  the  lASB  in  its  ongoing 
work.®'* 

The  Commission  believes  that  the 
accountability  of  the  lASC  Foundation 
will  be  enhanced  once  the  Monitoring 
Group  provides  the  forum  for 
interaction  between  securities 
authorities  and  the  lASC  Foundation 
Trustees.  The  Commission  believes  that 
effective  Oversight  is  critical  to 
mandating  that  U.S.  issuers  prepare 
financial  statements  in  accordance  with 
IFRS.  Based  on  the  progress  of  the 
discussions  among  securities  regulators, 
as  well  as  the  lASC  Foundation’s 
timetable  for  adopting  the  relevant 
changes  to  its  Constitution,  the 
Commission  assumes  that  the 
Monitoring  Group  will  have  been 
established  and  be  functioning  by  the 
time  the  Commission  considers 
mandating  the  use  of  IFRS  for  U.S. 
issuers.  We  will  evaluate  the 
effectiveness  of  the  oversight 
mechanism  (including  the  functioning 
of  the  multilateral  nature  of  the 
Monitoring  Group)  in  making  the 
determination  whether  mandating  IFRS 
is  in  the  public  interest  for  the 
protection  of  investors  and  our  markets. 

3.  Improvement  in  the  Ability  To  Use 
Interactive  Data  for  IFRS  Reporting 

In  May  2008,  the  Commission 
proposed  rules  to  require  companies  to 
provide  their  financial  statements  to  the 
Commission  and  on  their  corporate  Web 
sites  in  interactive  data  format  using  the 
extensible  Business  Reporting  Language 
(“XBRL”)  in  order  to  improve  their 


Proposal_andJssues _for_the_Constitution.pdf  for  a 
full  description  of  the  proposed  amendments  to  the 
Constitution. 

See  the  Commission’s  joint  statement  with 
other  national  securities  regulators  with  respect  to 
the  establishment  of  a  Monitoring  Group  at 
http://www.sec.gov/news/preiis/2007/2007-226.htnn. 

^  The  proposed  responsibilities  of  the 
Monitoring  Group  do  not  extend  to  the  standard 
setting  process. 


usefulness  to  investors.®®  Under  those 
proposed  rules,  financial  statement 
information  could  be  submitted  by 
public  companies  in  interactive  data 
format,  and  that  financial  information 
could  then  be  downloaded  directly  into 
spreadsheets,  analyzed  in  a  variety  of 
ways  using  off-the-shelf  commercial 
software,  or  used  within  investment 
models  in  any  of  a  number  of  other 
software  formats.  The  rules  proposed  in 
May,  if  adopted,  would  apply  to 
domestic  and  foreign  public  companies 
that  prepare  their  financial  statements 
in  accordance  with  U.S.  GAAP,  and 
foreign  private  issuers  that  prepare  their 
financial  statements  using  IFRS  as 
issued  by  the  lASB.  Under  the  proposal, 
foreign  private  issuers  that  prepare  their 
financial  statements  using  IFRS  as 
issued  by  the  lASB  would  be  required 
to  provide  financial  statements  in  * 
interactive  data  format  starting  with 
their  fiscal  periods  ending  on  or  after 
December  15,  2010.  If  the  Commission 
adopts  its  proposed  rules  relating  to 
interactive  data,  it  is  anticipated  that 
they  would  apply  to  the  limited  number 
of  U.S.  issuers  that  could  elect  to  file 
IFRS  financial  statements  as  proposed 
in  this  release. 

In  order  to  realize  the  improvements 
in  the  usefulness  and  comparability  of 
financial  information  anticipated  upon 
the  widespread  use  of  interactive  data, 
U.S.  issuers  would  have  to  be  capable  of 
providing  IFRS  financial  statements  to 
the  Commission  in  interactive  data 
format  at  a  greater  level  of  detail  than  is 
currently  available.  Therefore,  the  state 
of  development  of  an  IFRS  list  of  tags 
for  interactive  data  reporting  will  be  a 
consideration  in  the  Commission’s 
determination  of  whether  to  require  the 
use  of  IFRS  for  all  U.S.  issuers.  The 
lASC  Foundation  first  published  a 
complete  list  of  tags  for  the  IFRS 
“Bound  Volume’’  in  2004,  and  has 
published  annual  updates  since  then  to 
reflect  new  pronouncements,  changes  in 
XBRL  technical  standards,  and  other 
improvements;  the  most  recent  such 
update  was  published  in  July  2008.  The 
Commission  staff  is  actively  involved  in 
the  improvement  and  monitoring  of  the 
IFRS  list  of  tags  via  participation  in  the 
lASC  Foundation’s  XBRL  Advisory 
Council.  The  Commission  believes  it  is 
appropriate  to  consider  the  lASC 
Foundation’s  progress  in  the 
development  of  IFRS  taxonomies  prior 
to  proceeding  with  rulemaking  on  IFRS 
for  all  U.S.  issuers. 


See  “Interactive  Data  to  Improve  Financial 
Reporting,”  Release  No.  33-8924  (Mav  30,  2008)  [73 
FR  32794  (June  10,  2008)]. 


4.  Education  and  Training 

Reporting  in  accordance  with  IFRS  by 
U.S.  issuers  would  increase  the  need  for 
effective  training  and  education  about 
IFRS  for  investors,  accountants,  auditors 
and  others  involved  in  the  preparation  . 
and  use  of  financial  statements,  as  there 
are  differences  between  U.S.  GAAP  and 
IFRS.®®  Investor  education  is 
particularly  important,  so  that  users  of 
financial  statements  can  work  with  the 
financial  information  issuers  publish. 
The  main  benefits  to  investors  of  a 
single  set  of  high-quality  globally 
accepted  accounting  standards  would  be 
realized  only  if  investors  more  fully 
understood  the  basis  for  the  reported 
results.  In  addition  to  investors,  other 
financial  statement  users  may  include 
customers,  vendors,  rating  agencies  and 
analysts. 

The  education  and  ongoing  training  of 
most  accountants  in  the  United  States  is 
limited  to  or  predominantly  focused  on 
the  current  provisions  of  U.S.  GAAP. 
Consequently,  many  parties  would 
likely  need  to  undertake  comprehensive 
education  on  IFRS.  The  need  for  IFRS 
training  would  involve  personnel  of 
issuers,  their  governing  bodies,  such  as 
audit  committees,  and  their  auditors. 
Such  requirements  for  training  also 
extend  to  specialists,  such  as  actuaries 
and  valuation  experts,  since  these 
professionals  are  engaged  by 
management  to  assist  in  measuring 
certain  assets  and  liabilities,  and  likely 
are  not  currently  proficient  in  IFRS. 
Professional  associations  and  industry 
groups  would  need  to  integrate  IFRS 
into  their  training  materials, 
publications,  testing  and  certification 
programs.  Colleges  and  universities 
would  need  to  include  IFRS  in  their 
curricula.®^  Furthermore,  it  would  be 
appropriate  to  include  IFRS  in  the 
Uniform  CPA  Examination.®® 

On  the  regulatory  side,  the 
Commission  staff  has  continued  to 
develop  its  familiarity  with  IFRS,  and 
such  efforts  would  need  to  continue  and 
intensify  if  the  Commission  were  to 


®®  See,  as  just  one  example,  http:/ /www.kpmgifr 
sinstitute.eom/docuinents/lFES/721200810043lFTiS 
%20compared%20to%20U.S.%20GAAP%20An 
%20Overview%20(2008).pdf. 

IFRS  supplements  to  and  IFRS  content  rti 
accounting  textbooks  used  in  U.S.  universities  have 
become  increasingly  available. 

®®  The  Board  of  Examiners  of  the  AlCPA  has 
issued  an  exposure  draft,  “Proposed  Content  and 
Skill  Specifications  for  the  Uniform  CPA 
Examination”  which  proposed,  among  other  things, 
inclusion  of  certain  aspects  of  the  IFRS  conceptual 
framework  and  standard  setting  process  in  future 
Uniform  CPA  Examinations.  Further,  the  proposal 
states  that  if  IFRS  becomes  generally  accepted  in 
the  United  States,  inclusion  of  those  standaids  in 
the  examination  would  expand.  See  http:// 
www.cpa-exam.oig/cpa/exposure_draft.html  for  the 
full  text  of  the  exposure  draft. 
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require  U.S.  issuers  to  file  financial 
statements  prepared  in  accordance  with 
IFRS.  The  Public  Company  Accounting 
Oversight  Board  (“PCAOB”),  as  part  of 
its  inspection  of  registered  public 
accounting  firms,  regularly  reviews  the 
audits  of  public  companies.  We 
understand  the  PCAOB  has  already 
begun  to  implement  training  courses  in 
IFRS  to  assist  its  staff  in  carrying  out 
inspections,  but  would  need  to  expand 
these  training  programs. 

The  strategies  taken  by  those 
participaiits  in  markets  where  issuers 
already  report  in  accordance  with  IFRS 
may  serve  as  examples  of  approaches  to 
increasing  education  and  awareness  of 
IFRS.  The  private  sector  may  also 
respond  to  any  increase  in  demand  for 
education  about  IFRS  by  making 
educational  materials  available.  Since 
the  Commission’s  issuance  of  the 
Concept  Release  in  August  2007,  several 
of  the  largest  accounting  firms  in  the 
United  States  have  increased  the 
material  made  available  to  the  public 
about  IFRS  generally  as  well  as  about 
the  application  of  specific  IFRS 
standards.  For  example,  several  of  the 
accounting  firms  have  held  web  casts 
accessible  free  of  charge  to  the  general 
public  discussing  different  aspects  of 
IFRS.  The  Commission  would  take  into 
account  the  then  current  status  of  the 
overall  education,  training  and 
readiness  of  investors,  preparers, 
auditors  and  other  parties  involved  in 
the  preparation  of  financial  statements 
prior  to  proceeding  with  rulemaking  on 
IFRS  for  all  U.S.  issuers. 

5.  Limited  Early  Use  of  IFRS  Where  This 
Would  Enhance  Comparability  for  U.S. 
Investors 

This  Roadmap  contemplates  that  the 
Commission  would  make  a  decision  in 
2011  with  regard  to  the  mandated  use  of 
IFRS  for  U.S.  issuers,  as  described 
below  in  Sections  III.A.6.  and  7.  As  part 
of  this  Roadmap,  we  also  are  proposing 
amendments  to  our  rules,  regulations 
and  forms  which,  if  adopted,  would 
allow  a  limited  number  of  U.S.  issuers 
to  file  IFRS  financial  statements  prior  to 
any  mandated  use  of  IFRS  in 
Commission  filings.  These  proposed 
amendments  are  described  later  in  this 
release. 

These  proposed  amendments  would 
allow  the  limited  early  use  of  IFRS  by 
U.S.  issuers  where  it  would  enhance  the 
comparability  of  financial  reporting  to 
U.S.  investors  for  purposes  of 
comparing  the  largest  U.S.  issuers  with 
the  largest  non-U.S.  companies  in  the 
same  industry.  Further,  the  Commission 
anticipates  that  providing  the 
alternative  to  U.S.  issuers  to  file  IFRS 
financial  statements  would  broaden  the 


awareness  and  attention  given  to  IFRS 
as  a  single  set  of  high-quality  globally 
accepted  accounting  standards. 

The  Commission  acknowledges  the 
wide  variety  of  opinion  that  has  been 
expressed  on  this  subject,  including 
through  comment  letters  received  on  the 
2007  Concept  Release  and  feedback 
received  in  the  Commission’s 
roundtables.  Many  commenters 
expressed  the  view  that  the  option  to 
use  IFRS  should  be  extended  to  all  U.S. 
issuers.  Others  stated  that  we  should 
require  IFRS  for  all  U.S.  issuers.  Several 
of  these  commenters  indicated  that  any 
option  to  use  IFRS  should  only  be  part 
of  a  transition  to  the  mandatory  use  of 
IFRS.  Others  opposed  the  optional  or 
mandatory  use  of  IFRS  at  this  time,  and 
in.stead  called  for  a  continuation  of  the 
ongoing  work  to  improve  and  converge 
U.S.  GAAP  and  IFRS.  Still  others  cited 
concerns  in  such  areas'as  tax  regimes, 
the  stage  of  development  of  IFRS  in 
certain  areas  in  comparison  to  U.S. 
GAAP,  the  U.S.  legal  environment,  and 
the  ability  of  auditors  to  issue  opinions 
on  IFRS  financial  statements,  as  bearing 
on  the  questions  of  whether  and  how 
the  use  of  IFRS  should  be  extended  to 
any  U.S.  issuers.  We  believe  allowing 
the  limited  use  of  IFRS  by  U.S.  issuers, 
only  in  those  cases  where  to  do  so 
would  enhance  the  comparability  of  an 
industry’s  financial  reporting  for  the 
benefit  of  investors  in  making 
comparisons  to  non-U.S.  issuers,  may 
help  inform  the  decision  whether  to 
mandate  the  use  of  IFRS  for  U.S.  public 
issuers.  We  also  believe  that  the  ability 
of  capital  market  participants  to 
evaluate  and  comment  on  these 
questions  would  be  enhanced  by 
allowing  this  limited  use  of  IFRS.  We 
believe  this  is  a  prudent  approach  that 
will  support  and  inform  our 
consideration  of  the  milestones  in  the 
proposed  Roadmap  as  well  as  any  future 
Commission  action. 

Vv'e  also  are  aware,  that  the  proposed 
amendments  would  permit  some  U.S. 
issuers  to  use  IFRS  financial  statements 
while  other  U.S.  issuers  continue  to  use 
U.S.  GAAP,  thereby  creating  a  dual 
system  of  financial  reporting  that  has 
not  existed  previously  for  U.S.  public 
companies.  This  would  reduce  the 
comparability  among  U.S.  issuers  and 
would  require  investor  familiarity  with 
both  sets  of  accounting  standards.  If  the 
Commission  did  not  act  on  further 
milestones  in  this  Roadmap,  this  dual 
system  could  continue  and  could 
increase  if  more  issuers  eligible  to  use 
IFRS  elect  to  do  so.  To  the  extent  a  dual 
system  of  financial  reporting  develops 
in  the  United  States  for  U.S.  public 
companies,  and  this  development 
affects  the  comparability  of  financial 


statements  among  U.S.  public 
companies,  this  may  create  a  need  to 
reach  a  final  resolution  on  the  Roadmap. 
In  order  to  increase  the  likelihood  that 
the  comparability  between  issuers 
would  be  enhanced,  we  therefore  have 
limited  the  proposed  option  to  use  IFRS 
to  a  group  of  larger  U.S.  companies  in 
industries  in  which  IFRS  is  the  most- 
used  set  of  standards  globally.®®  We 
believe  that  U.S.  investors  would  benefit 
from  an  enhanced  ability  to  compare 
investment  opportunities. 

6.  Anticipated  Timing  of  Future 
Rulemaking  by  the  Commission 

After  reviewing  the  status  of  the 
milestones  and  the  study  discussed 
below,  the  Commission  would 
determine,  in  2011,  whether  to  proceed 
with  rules  requiring  U.S.  public 
companies  to  file  financial  statements 
prepared  in  accordance  with  IFRS  by 
2014  if  it  is  in  the  public  interest  and 
promotes  investor  protection  for  us  to 
do  so.  In  order  to  assist  the  Commission 
in  determining  whether  to  proceed  with 
such  a  rulemaking,  the  staff  has  already 
begun  a  comprehensive  review  of  all 
Commission  rules  relating  to  financial 
reporting  in  order  to  recommend 
amendments  that  would  fully 
implement  IFRS  reporting  throughout 
the  regulatory  framework  for  registration 
and  reporting  under  the  Exchange  Act 
and  the  Securities  Act.^®  We  believe  that 
a  Commission  decision  and  action  in 
2011  would  provide  issuers  with 
sufficient  early  notice  of  the  transition 
to  IFRS  to  permit  them  to  begin  their 
internal  accounting  using  IFRS  in  2012, 
which  would  be  the  earliest  fiscal  year 
that  would  be  covered  under  the  earliest 
anticipated  phase-in  for  IFRS  reporting 
in  2014,  as  described  below  in  Section 
III.A.7. 

We  are  proposing  this  Roadmap 
towards  the  mandatory,  rather  than 
elective,  use  of  IFRS  for  U.S.  issuers  in 
order  to  promote  fully  a  single  set  of 
high-quality  globally  accepted 
accounting  standards  to  improve  the 
comparability  of  financial  information 
prepared  by  U.S.  public  companies  and 
foreign  companies.  As  described  in 
Section  I,  IFRS  is  the  basis  of  financial 
reporting  used  in  a  large  and  increasing 

Mindful  that  all  U.S.  issuers  currently  use  U.S. 
GAAP  in  their  Commission  filings,  we  are  also 
making  alternative  proposals  for  U.S.  issuers  that 
elect  to  use  IFRS  with  respect  to  the  disclosure  of 
U.S.  GAAP  information,  which  should  promote  the 
continued  comparability  among  U.S.  issuers 
whether  they  use  IFRS  or  U.S.  GAAP  in  their 
primary  financial  statements. 

^“The  Commission  also  would  evaluate  the  role 
of  a  private  sector  accounting  standard  setter, 
including  the  role  of  the  FASB  and  how  IFRS 
would  be  incorporated  as  mandatory  accounting 
standards  for  U.S.  issuers. 
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number  of  countries  worldwide. 

Because  IFRS  has  the  greatest  potential 
to  become  the  global  standard  of 
accounting,  we  believe  it  is  in  the 
interest  of  U.S.  investors,  U.S.  issuers 
and  U.S.  markets  to  consider  mandating 
reporting  using  IFRS  in  the  United 
States  as  well.  Additionally,  we  believe 
that  over  the  long  term  the  existence  of 
dual  accounting  standards  in  the  United 
States  may  create  challenges  in  the  U.S. 
capital  markets,  such  as  comparability 
for  investors  and  other  users  of  financial 
information  and  professional 
competence  of  auditors.  We  therefore 
are  proposing  this  Roadmap  towards  the 
mandatory  use  of  IFRS  by  U.S.  issuers. 

If  we  decide  to  move  forward  with 
rulemaking  for  the  u.se  of  IFRS  by  U.S. 
issuers,  we  expect  to  continue  to  require 
that  issuers  provide  three  years  of 
audited  annual  IFRS  financial 
statements.  Currently,  U.S.  issuers  are 
required  to  provide  in  their  filings  with 
the  Commission  three  years  of  audited 
U.S.  GAAP  financial  statements.^’ 
Because  the  initiative  to  require  the  use 
of  IFRS  by  U.S.  issuers  relates  to  the  set 
of  accounting  principles  that  is  used  for 
financial  reporting  and  not  to  the 
periods  for  which  financial  reporting  is 
required,  the  Commission  expects  that  it 
would  require  Biree  years  of  audited 
financial  statements  in  the  first  year  of 
IFRS  reporting.’’^ 

To  assist  the  Commission  in  its 
decision  to  mandate  the  use  of  IFRS  by 
U.S.  issuers,  the  Commission  directs  the 
Office  of  the  Chief  Accountant  with 
appropriate  consultation  with  other 
Divisions  and  Offices  to  undertake  a 
study  and  report  to  the  Commission  on 
the  implications  for  investors  and  other 
market  participants  of  the 
implementation  of  IFRS  for  U.S.  issuers. 
We  anticipate  that  the  report  would  be 
made  public  by  the  Commission. 

7.  Implementation  of  the  Mandatory  Use 
of  IFRS 

One  means  of  implementing  IFRS 
reporting  by  U.S.  issuers  that  we  are 
considering  is  a  staged  transition,  as 
opposed  to  all  U.S.  issuers  transitioning 
at  once.  Provisionally,  under  the 
transition,  IFRS  filings  would  begin  for 
large  accelerated  filers  for  fiscal  years 


''  See  Rule  3-02(a)  of  Regulation  S-X  [17  CFR 
210.3-02(a)). 

^^To  illustrate,  if  we  require  IFRS  for  the  years 
ending  on  or  after  December  15,  2014,  a  calendar 
year  company  would  report  for  the  year  ending 
December  31,  2014  using  IFRS  for  the  years  ending 
December  31,  2012,  2013  and  2014.  Many  such 
companies  would  want  to  start  IFRS  internal 
accounting  on  January  1,  2012.  However,  during 
2012,  2013  and  the  first  three  quarters  of  2014,  they 
would  continue  to  be  publicly  reporting  under 
existing  U.S.  GAAP. 


ending  on  or  after  December  15,  2014.^3 
Accelerated  filers  would  begin  IFRS 
filings  for  years  ending  on  or  after 
December  15,  2015.  Non-accelerated 
filers,  including  smaller  reporting 
companies,  would  begin  IFRS  filings  for 
years  ending  on  or  after  December  15, 
2016.  In  each  instance,  this  would  allow 
the  filer  to  begin  its  books  and  records 
and  internal  accounting  controls  with 
respect  to  IFRS  reporting  for  all  three 
years  of  audited  financial  statements 
that  would  be  required  in  its  first  year 
of  IFRS  reporting  (e.g.,  2012  to  2014  for 
large  accelerated  filers,  2013  to  2015  for 
accelerated  filers,  and  2014  to  2016  for 
non-accelerated  filers). 

We  understand  that  a  transition  from 
one  set  of  accounting  standards  to 
another,  including  changing  the  controls 
and  systems  relating  to  the  production 
of  financial  statements,  would  involve 
costs.  The  definitions  of  accelerated  filer 
and  large  accelerated  filer  under  the 
Exchange  Act  reference  the  size  of  an 
issuer  based  on  its  worldwide  public 
float  of  its  equity  securities.  Our  current 
expectation  that  an  issuer’s  status  as  an 
accelerated  filer  could  determine  the 
date  of  a  required  transition  to  IFRS  is 
based  on  the  premise  that  larger  issuers 
would  be  better  able  to  allocate 
resources  to  tbe  transition  to  IFRS  more 
quickly  than  smaller  issuers,  and  a 
staged  transition  also  may  help  manage 
resource  demands  on  auditors, 
consultants  and  other  market 
participants.  Reliance  on  the  existing 
definitions  of  accelerated/large 
accelerated  filer  also  is  expected  to 
facilitate  an  orderly,  predictable 
transition  to  IFRS  because  an  issuer 
would  already  need  to  ascertain  its 
status  as  an  accelerated  filer  for  other 
reporting  purposes  and  allow  it  to 
predict  when  it  would  be  required  to 
adopt  IFRS.^'’  This  predictability  may 
also  encourage  voluntary  movement  to 
IFRS,  as  an  issuer  may  have  an 
incentive  to  use  IFRS  prior  to  the  date 
the  rules  would  require  it  to  do  so  if  its 
competitors  were  already  using  IFRS. ^3 


'^The  terms  "large  accelerated  filer”  and 
"accelerated  filer”  are  defined  in  Exchange  Act 
Rule  12b-2  (17  CFR  240.12b-2).  Although  the  term 
"non-accelerated  filer”  is  not  defined  in  our  rules, 
we  use  it  in  this  release  to  refer  to  an  Exchange  Act 
reporting  company  that  does  not  meet  the  Rule 
12b-2  definition  of  either  an  "accelerated  filer”  or 
a  "large  accelerated  filer.” 

^■’Exchange  Act  Rule  12b-2  contains  provisions 
for  entering  and  exiting  accelerated  filer  and  large 
accelerated  filer  status,  including  when  an  issuer 
must  determine  its  status. 

In  addition,  we  anticipate  that  newly  public 
companies,  which  are  non-accelerated  filers  until 
after  their  first  year  of  reporting,  would  be  able  to 
use  IFRS  prior  to  a  mandatory  phase-in  date  for 
non-accelerated  filers  if  the  Commission  decided  to 
adopt  a  staged  or  sequenced  transition  to  IFRS  as 
discussed. 


We  also  recognize,  however,  that 
sequencing  the  transition,  while  it 
would  avoid  some- costs  associated  with 
all  issuers  transitioning  at  once,  also 
would  result  in  some  non-comparability 
of  financial  information  due  to 
application  of  the  IFRS  transition 
provisions  at  differing  dates.  Staging  the 
transition  by  an  issuer’s  size  would 
embed  that  non-comparability  among 
the  issuers  within  an  industry.  Further, 
a  staged  transition  would,  temporarily, 
create  a  dual  system  of  reporting  for 
U.S.  issuers  that  would  requira  investor 
familiarity  with  both  IFRS  ana  U.S. 
GAAP,  as  described  above  in  Section 
III.A.5. 

As  part  of  the  Commission’s 
evaluation,  it  also  may  consider 
transition  rules  to  expand  the  eligibility 
criteria  of  those  U.S.  issuers  which 
could  elect  to  use  IFRS  in  their 
Commission  filings,  so  that  additional 
U.S.  issuers  would  be  able  to  use  IFRS 
prior  to  a  mandatory  transition  date.  In 
proceeding  along  the  Roadmap,  the 
Commission  would  consider  the 
circumstances  in  which  the  early  use  of 
IFRS  would  be  most  appropriate  for 
investor  protection  and  capital 
formation.  Another  consideration  would 
be  how  to  address  the  current  choices 
available  to  foreign  private  issuers  for 
their  financial  reporting  in  filings  with 
the  Commission.  Currently,  foreign 
private  issuers  can  choose  to  prepare 
their  financial  statements  in  accordance 
with  U.S.  GAAP,  IFRS  as  issued  by  the 
lASB,  or  another  comprehensive  set  of 
accounting  principles  with  a 
reconciliation  to  U.S.  GAAP. 

B.  Other  Areas  of  Consideration 

The  process  of  incorporating  new 
accounting  .standards  into  any  financial 
reporting  system  naturally  varies 
between  jurisdictions  and  is 
accomplished  gradually.  Differences 
between  national  accounting  standards, 
including  the  extent  of  similarities  or 
differences  between  financial  reporting 
frameworks  and  the  degree  of  judgment 
they  require,  affect  any  given 
jurisdiction’s  experience  with  transition 
to  financial  reporting  that  is  in 
accordance  with  IFRS.  In  addition,  there 
are  many  elements  forming  the 
infrastructure  underpinning  a  set  of 
accounting  standards  that  keep  it 
current  and  functioning  effectively  in  a 
given  jurisdiction.  Integration 
considerations  related  to  the  use  of  IFRS 
in  different  jurisdictions  also  are 
manifested  in  the  different  regulatory 
and  legal  environments.  If  the 
Commission  were  to  require  U.S.  issuers 
to  report  in  accordance  with  IFRS,  a 
number  of  considerations  and  actions 
with  a  series  of  lead  times  may  be 
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required  for  investors,  issuers,  and  other 
parties  that  use  financial  statements  or 
have  a  role  in  the  capital  markets  or  the 
financial  reporting  infrastructure.  Some 
of  these  considerations  are  discussed  in 
the  remainder  of  this  section. 

1.  The  Roles  of  Financial  Information 

In  addition  to  filing  financial 
statements  with  the  Commission,  U.S. 
issuers  commonly  provide  financial 
information  to  other  parties.  While  the 
federal  securities  laws  provide  the 
Commission  with  the  authority  to 
prescribe  accounting  principles  and 
standards  to  be  followed  by  public 
companies  and  other  entities  that  file 
financial  statements  with  the 
Commission,  the  provision  and  content 
of  information  to  other  parties  may  not 
be  generally  or  directly  regulated  by  the 
Commission.  However,  changes  in  the 
accounting  standards  used  for  purposes 
of  preparing  financial  statements 
included  in  filings  with  the  Commission 
could  have  an  effect  on  financial 
reporting  by  companies  to  other  parties. 
The  following  provides  examples  of 
circumstances  or  parties  that  may  be 
affected. 

Various  federal  and  state  regulators, 
including  regulators  of  financial 
institutions,  insurance  companies  and 
public  utilities,  are  provided  with 
periodic  financial  information  on  an  on¬ 
going  basis.  For  example,  U.S.  GAAP 
financial  statements  frequently  are  used 
as  the  basis  for  determining  capital 
requirements  for  financial  institutions. 
Another  example  of  the  effect  on 
reporting  to  others  relates  to  federal  and 
state  income  taxes.  As  the  Internal 
Revenue  Code  has  developed  over  an 
extended  period  of  time  with  existing 
U.S.  GAAP  as  the  predominant  set  of 
accounting  standards  used  in  the  United 
States,  certain  interactions  exist 
between  certain  provisions  of  U.S. 

GAAP  and  income  tax  requirements.  For 
example,  the  Internal  Revenue  Code  has 
conformity  provisions  related  to  the 
method  of  accounting  for  inventory  for 
tax  reporting  purposes  and  the  method 
used  for  reporting  to  shareholders  (and 
other  owners  or  beneficiaries)  or  for 
credit  purposes. 7**  IFRS  does  not  allow 
for  the  use  of  the  last-in,  first-out,  or 
LIFO,  method  of  accounting  for 
inventory. As  a  result,  a  company  that 
reports  in  accordance  with  IFRS  would 
be  required  to  use  a  method  of 
accounting  for  inventory  that  is 
acceptable  under  IFRS,  for  example  the 
first-in,  first-out,  or  FIFO,  method.  U.S. 
issuers  changing  to  FIFO  for  financial 
reporting  purposes  may  experience  a 


See  Section  472  of  the  Internal  Revenue  Code. 
See  IAS  2  "Inventories.”  paragraph  IN63. 


change  in  taxable  income  based  on  the 
difference  between  inventory  valued  on 
a  LIFO  basis  and  on  a  FIFO  basis. 

Many  U.S.  companies  have  issued 
debt  securities  under  indentures  or  have 
entered  into  lending  agreements  that 
may  contain  various  covenants  based 
upon  financial  measurements,  such  as  a 
stated  minimum  net  worth.  Those 
indentures  and  agreements,  as  well  as 
other  types  of  contractual  agreements  to 
which  issuers  may  be  subject,  may 
require  periodic  reporting  of  financial 
information.  These  contractual 
obligations  may  explicitly  require  the 
use  of  U.S.  GAAP  in  connection  with 
financial  covenants  or  financial 
reporting.  Other  contractual  obligations 
may  have  an  assumption  about  the 
nature  of  the  accounting  model  under 
which  such  reporting  will  occur.  For  a 
U.S.  issuer,  it  is  likely  that  such 
requirements  are  based  on  how  U.S. 
GAAP  would  report  financial  results. 

Some  market  indices,  such  as  the  S&P 
500,  currently  only  include  issuers  that 
report  financial  statements  in 
accordance  with  U.S.  GAAP.  IFRS 
reporting  might  affect  an  issuer’s  ability 
to  be  included  in  such  indices  or 
financial  instruments  based  on  those 
indices,  exclusion  from  which  may  have 
an  adverse  effect  on  these  issuers, 
unless  the  instruments  or  indices  make 
any  necessary  changes  to  include 
issuers  which  report  in  IFRS. 

2.  Accounting  Systems,  Controls  and 
Procedures 

Use  of  any  new  accounting  standards 
requires  changes  to  financial  reporting 
systems  and  procedures  to  identify, 
collect,  analyze  and  report  financial 
information  and  the  corresponding 
controls.  Changing  numerous 
accounting  standards  at  the  same  time, 
regardless  of  the  starting  point,  would 
require  numerous  changes  in  a 
company’s  policies  and  procedures  and 
system  of  internal  controls.  Some 
changes  may  prove  more  complicated 
than  others.  Systems  changes  would 
apply  not  only  to  the  issuers  preparing 
such  statements,  but  also  to  various 
other  market  participants  such  as  users 
of  financial  information  and  regulators. 
Some  companies  that  have- significant 
foreign  operations  may  already  have 
familiarity  with  IFRS.  It  may  not  be  as 
difficult  for  these  companies  to  adopt 
IFRS  for  all  of  their  operations  for  U.S. 
reporting  purposes. 

There  would  be  additional 
implications  on  financial  reporting.  Two 
examples  of  the  implications  relate  to  an 
issuer’s  equity  method  investment  in 
another  company  and  initial  public 
offerings.  Many  issuers  hold 
investments  in  other  entities  which  are 


accounted  for  under  the  equity  method. 
In  order  for  an  issuer  to  properly  record 
the  equity  method  investment,  the 
issuer  would  need  IFRS-based 
information  about  the  investee  each 
reporting  period.  If  the  investment  were 
in  equity  of  a  company  using  U.S. 

GAAP  for  its  own  financial  statement 
preparation  and  reporting  purposes, 
obtaining  the  required  IFRS-based 
information  may  prove  difficult  and 
costly.  This  would  be  similar  to  the 
situation  that  exists  today  if  an  issuer 
using  U.S.  GAAP  has  an  equity  investee 
that  uses  a  different  basis  of  financial 
reporting.  Further,  an  additional  cost 
and  complication  would  be  added  to  the 
initial  public  offering  process  if  a 
private  company  whose  financial 
statements  were  not  in  accordance  with 
IFRS  were  required  to  provide  them  for 
purposes  of  its  initial  registration 
statement  with  the  Commission. 

3.  Auditing 

Another  affected  party  is  the  audit 
firms  that  are  engaged  to  audit  a  U.S. 
issuer’s  financial  statements  and  to 
report  on  the  effectiveness  of  its  internal 
control  over  financial  reporting.  This 
may  be  particularly  challenging  for  less 
globally  oriented  audit  firms,  which 
typically  may  have  fewer  resources 
available  through  affiliated  or  network 
firms  located  in  jurisdictions  in  which 
issuers  already  report  in  accordance 
with  IFRS.  This  could  be  a  further  factor 
affecting  concentration  in  the  auditing 
profession. 

Audit  firms  would  need  to  consider 
elements  of  their  systems  of  quality 
control,  such  as  their  practices  related  to 
hiring,  assigning  personnel  to 
engagements,  professional  development 
and  advancement  activities.  Some  U.S. 
audit  firms  already  have  some 
experience  with  conducting  audits  of 
financial  information  prepared  in 
accordance  with  IFRS,  as  they  may  be 
involved  in  the  audit  of  the  U.S. 
operations  of  a  foreign  company  that 
does  so.  But  because  U.S.  auditors 
generally  have  less  experience  with 
IFRS  than  with  U.S.  GAAP,  in  the  short 
term,  U.S.  audit  firms  may  encounter 
challenges  in  establishing  policies  and 
procedures,  and  hiring  and  training 
personnel,  to  provide  themselves  with 
reasonable  assurance  that  their 
personnel  would  possess  knowledge 
appropriate  to  perform  audits  of  U.S. 
issuers.  Even  with  appropriate  systems 
of  quality  control,  however,  additional 
auditing  guidance  still  may  be 
necessary. 

Additionally,  U.S.  firms  that  are 
members  of  global  audit  networks  may 
have  already  begun  to  consider  systems 
of  quality  control  to  foster  the  high 
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quality  and  consistent  application  in 
reporting  under  IFRS  across  national 
borders.  If  U.S.  issuers  were  to  report  in 
accordance  with  IFRS,  the  U.S.  firms  of 
these  global  audit  networks  could  be 
affected  more  than  they  are  presently  by 
the  reporting  of  audit  clients  of  their 
foreign  affiliates  and  by  U.S. 
subsidiaries  of  those  clients. 

One  consideration  for  audit  firms 
relates  to  their  ability  to  issue  opinions 
on  IFRS  financial  statements  in 
accordance  with  PCAOB  standards.  For 
example,  one  of  the  conditions  under 
IFRS  for  recognizing  a  provision  for  a 
legal  contingency  is  that  it  is  more  likely 
than  not  that  an  obligation  exists.^®  This 
recognition  threshold  is  lower  than  the 
cmrent  recognition  threshold  in  U.S. 
GAAP,  resulting  in  the  potential  for  an 
earlier  income  statement  recognition  of 
costs  associated  with  litigation.^® 
Concerns  have  been  raised  about  an 
auditor’s  ability  to  corroborate  the 
information  furnished  by  management 
related  to  litigation,  claims,  and 
assessments  by  obtaining  an  audit 
inquiry  letter  fi'om  a  client’s  attorney.®® 

We  note  that  references  to  current 
U.S.  GAAP  literature  exist  in  various 
standards  issued  by  the  PCAOB  and 
other  accounting  or  auditing 
organizations.  If  IFRS  were  required  for 
all  U.S.  issuers,  amendments  to  existing 
references  to  U.S.  GAAP  literature  may 
be  appropriate.  Certain  changes  have 
already  begun  with  respect  to  IFRS  in 
the  U.S.  accounting  profession.  For 
example,  under  AICPA  rules,  a  member 
of  the  AICPA  can  only  report  on 
financial  statements  prepared  in 
accordance  with  standards  promulgated 
by  standard  setting  bodies  designated  by 
the  AICPA  Council.  In  May  2008,  the 
AICPA’s  Council  voted  to  designate  the 
lASB  in  London  as  an  international 
accounting  standard  setter  for  purposes 
of  establishing  international  financial 
accounting  and  reporting  principles, 
and  to  make  related  amendments  to  its 

'®See  IAS  37,  paragraphs  15  and  16. 

79  See  FAS  5. 

9°  Some  believe  that  changes  to  the  American  Bar 
Association  Statement  of  Policy  Regarding  Lawyers' 
Responses  to  Auditors’  Requests  for  Information 
may  be  necessary.  See  AU  §  337C.  The  Statement 
of  Policy,  commonly  referred  to  as  the  "Treaty,” 
recognizes  the  professional  responsibilities  of 
attorneys  and  auditors  and  seeks  to  preserve 
confidentiality  while  providing  the  necessary  level 
of  assurance  for  the  audit.  The  Treaty  recognizes 
that  the  confidentiality  of  communications  between 
an  attorney  and  a  client  may  be  impaired  by  the 
disclosure  of  the  substance  of  such  communications 
to  third  parties,  including  auditors.  By  describing 
thresholds  for  disclosure  and  limitations  on 
responses,  the  Treaty  sets  the  scope  of  the  attorney’s 
responses  to  audit  requests  for  information  on  legal 
matters.  Some  believe  that  the  thresholds  and 
limitations  described  in  the  Treaty  are  inconsistent 
with  certain  provisions  within  IFRS. 


rules  to  provide  AICPA  members  with 
the  option  to  use  IFRS.®^ 

4.  Considerations  of  IFRS  and  the 
lASB’s  Standard  Setting  Process 

a.  State  of  IFRS 

As  discussed  in  the  2007  Concept 
Release,  IFRS  is  not  as  developed  as 
U.S.  GAAP  in  certain  areas.®^  IFRS  also 
is  not  as  prescriptive  as  U.S.  GAAP  in 
certain  areas  and  in  certain  areas 
permits  a  greater  amount  of  options  than 
in  U.S.  GAAP.®®  The  smaller  volume  of 
IFRS  literature  as  compared  to  U.S. 
GAAP  may  decrease  the  amount  of 
authoritative  guidance  available  in  a 
particular  circumstance.  This  relatively 
lesser  amount  of  guidance  and,  in  some 
cases,  greater  optionality  in  IFRS  could 
reduce  comparability  of  reported 
financial  information,  as  different 
issuers  may  account  or  provide 
disclosure  for  similar  transactions  or 
events  in  different  ways  but  this 
flexibility  also  allows  a  financial 
statement  that  may  more  closely  reflect 
the  economics  of  transactions.  As  we 
noted  in  the  2007  Concept  Release,  in 
certain  limited  areas  in  which  the  lASB 
has  yet  to  develop  guidance  on 
particular  industry  activities  in  which 
IFRS  permits  disparate  options,  we  have 
noted  that  the  level  of  diversity  has 
manifested  itself  in  the  reporting 
practices  of  foreign  private  issuers. 

As  U.S.  GAAP  has  been  used  longer, 
and  more  extensively  than  IFRS,  more 
U.S.  GAAP  implementation  guidance 
has  developed  over  time.  A  variety  of 
factors  may  have  resulted  in  the 
accounting  profession  in  the  United 
States  becoming  more  accustomed  to 
relying  on  a  greater  degree  of  detailed 
accounting  guidance,  including  factors 
such  as  seeking  consistency  and 
reducing  exposure  to  litigation  and 
liabilities.  Such  guidance  also  can  affect 
the  outcomes  of  discussions  between 
management  and  auditors  on  the  use  of 

9*  See  http://www.aicpa.org/downIoad/info/ 
AICPA_NewsUpdate_Vol.  1  l_No.21  .pdf. 

92  IFRS  does  not  have  a  specific  standard  or 
interpretation  on  accounting  treatment  for 
insurance  contracts,  extractive  activities,  certain 
common  control  transactions,  recapitalization 
transactions,  reorganizations,  acquisitions  of 
minority  shares  not  resulting  in  a  change  of  control 
and  similar  transactions.  However,  there  are  areas 
where  current  U.S.  GAAP  also  does  not  have  a 
single  comprehensive  standard  or  interpretations, 
such  as  for  revenue  recognition  or  property,  plant 
and  equipment. 

99  As  noted  by  CIFiR  in  its  Final  Report:  "From 
an  international  perspective,  we  note  that  IFRS 
currently  permits  numerous  alternative  accounting 
policies.  While  we  acknowledge  the  lASB’s  efforts 
in  reducing  some  of  these  alternative  treatments,  we 
nonetheless  believe  the  SEC  should  encourage  the 
lASB  to  (...]  seek  to  eliminate  alternatives  as  part 
of  its  standards-setting  projects.”  CIFiR  Final 
Report,  at  51. 


a  particular  accounting  treatment.  Less 
prescriptive  guidance  also  may  make 
litigation  or  enforcement  outcomes  more 
difficult  to  predict. 

On  the  otner  hand,  less  prescriptive 
guidance  may  increase  issuers’  ability  to 
account  for  transactions  or  events  in 
accordance  with  their  underlying 
economics,  which  could  improve 
comparability  of  economically  similar 
situations  and  highlight  differences  in 
dissimilar  situations.  As  CIFiR  noted  in 
its  final  report: 

Investors  are  likely  to  benefit  from  more 
emphasis  on  principles-based  standards, 
since  rules-based  standards  *  *  *  may 
provide  a  method,  such  as  through 
exceptions  and  bright-line  tests,  to  avoid  the 
accounting  objectives  underlying  the 
standards.  In  other  words,  without  the 
exercise  of  judgment,  rules  in  the  form  of 
bright  lines  may  result  in  a  false 
consistency — that  is,  ostensibly  uniform 
accounting  for  differing  fact  patterns.  If 
properly  implemented,  “principles-based” 
standards  should  improve  the  information 
provided  to  investors  while  reducing  investor 
concerns  about  “financial  engineering”  by 
companies  using  the  rules  to  avoid 
accounting  for  the  substance  of  a 
transaction. 9'*  „ 

The  Commission  and  its  staff  also  have 
supported  the  increased  use  of 
objectives,  outcomes  and  principles  in 
accounting  standards  in  contrast  to 
detailed  prescriptive  guidance.®® 

In  addition,  in  cases  where  specific 
guidance  is  not  available,  IFRS 
encourages  disclosure  on  the  accounting 
policies  that  the  preparer  of  the 
financial  statements  has  elected  and 
applied.®®  The  same  also  is  generally 
true  where  IFRS  permits  greater 

9<See  CIFiR  Final  Report,  at  88. 

99  For  example,  the  SEC  issued  “Policy  Statement: 
Reaffirming  the  Status  of  the  FASB  as  a  Designated 
Private-Sector  Standard  Setter”  Release  No.  33- 
8821  (April  25,  2003),  which  included  numerous 
recommendations  for  the  FAF  and  FASB  to 
consider,  including  greater  use  of  principles-based 
accounting  standards  whenever  reasonable  to  do  so. 
The  SEC  staff  also  issued  “Study  Pursuant  to 
Section  108(d)  of  the  Sarbanes-Oxley  Act  of  2002 
on  the  Adoption  by  the  United  States  Financial 
Reporting  System  of  a  Principles-Based  Accounting 
System”  (July  25,  2003),  which  further  explained 
the  benefits  of  objectives-oriented  standards. 

99  In  areas  for  which  an  IFRS  does  not  exist,  IAS 
8  “Accounting  Policies,  Changes  in  Accounting 
Estimates  and  Errors”  requires  preparers  to  use 
judgment  in  developing  accounting  policies  such 
that  financial  information  is  provided  that,  among 
other  things,  is  relevant  to  the  needs  of  users  and 
the  financial  statements  reliably  reflect  the 
economic  substance  of  transactions.  In  applying 
such  judgment,  preparers  must  consider  other 
guidance  found  in  IFRS  and,  if  no  analogous 
guidance  is  found,  the  definitions,  criteria  and 
concepts  in  the  IFRS  conceptual  framework.  • 
Additionally,  IAS  8  allows  preparers  to  consider 
pronouncements  of  other  standard  setting  bodies  if 
those  pronouncements  are  drawn  from  a  conceptual 
framework  similar  to  that  underlying  IFRS,  to  the 
extent  that  such  pronouncements  do  not  conflict 
with  IFRS. 
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optionality.®^  In  adopting  IFRS,  an 
issuer  may  find  it  appropriate  to 
evaluate  its  disclosure  practices,  such  as 
the  disclosure  provided  in  financial 
statement  footnotes  and  management’s 
discussion  and  analysis,  to  clearly 
communicate  these  choices.  Further,  as 
we  indicated  when  we  adopted  changes 
to  accept  IFRS  financial  statements  from 
foreign  private  issuers  without  a 
reconciliation  to  U.S.  GAAP,®®  our  staff 
has  indicated  that  the  issues  it  has 
observed  in  its  review  of  IFRS  financial 
statements  do  not  appear  to  be  more 
pervasive  or  significant  than  those  it  has 
identified  in  U.S.  GAAP  financial 
statements. 

b.  Relationship  to  the  Accounting 
Standard  Setting  Process 

A  change  to  commit  U.S.  reporting  to 
following  IFRS  would  include  a  change 
in  the  relationship  of  the  U.S.  capital 
markets  to  the  accounting  standard 
setting  process.  The  lASB  and  its  related 
organizations  include  members  from  a 
number  of  countries.  The  lASB  is 
expected  to  be  responsive  to  broad, 
world-wide  constituencies  of  investors, 
issuers,  regulators  and  many  others  in 
all  facets  of  its  work,  including  the 
establishment  of  its  agenda  and  the 
development  of  standards.  These 
constituencies  can  be  expected  to 
represent  a  wide  range  of  interests, 
reflecting  varying  economic,  social  and 
political  environments. 

These  factors  likely  would  mean  that 
the  interaction,  and  potentially  the 
relevance  and  influence,  of  U.S.  capital 
market  participants,  including  the 
Commission  and  its  staff,  would  be 
reduced  compared  to  the  current 
standard  setting  process  in  the  United 
States.  The  lASB  is  expected  to  consider 
its  world-wide  constituencies  of 
investors,  issuers,  and  regulators  during 
the  deliberative  process  for  issuing  new 
or  revised  accounting  standards. 

Further,  the  LASB  has  entered  into 
convergence  agreements  with  other 
national  accounting  standard  setters, 
such  as  with  the  Accounting  Standards 
Board  of  Japan.®®  Due  to  the  lASB’s 
need  to  develop  standards  with  a  wider 
variety  of  constituents  in  mind,  U.S. 
capital  market  participants  will  have  a 

See  IAS  1  "Presentation  of  Financial 
Statements,”  paragraph  119  for  general  guidance  on 
disclosure  of  accounting  policies  from  among 
alternatives.  Certain  standards  under  IFRS 
specifically  require  disclosure  of  selected 
accounting  policies  when  choices  are  allowed.  See 
for  example  IAS  16  “Property,  Plant  and 
Equipment,”  paragraph  73. 

**  See  the  2007  Adopting  Release. 

See  http://www.iasb.org/News/Press+Releases/ 
The^ASBJ+and+the+lASB+announce+ 
Tokyo+Agreement+on+achieving+convergence*of 
+accounting+standards-t-by+2.fitiTi. 


lesser  degree  of  input  into  the  standard 
setting  process  including  fewer 
members  of  the  lASB  and  fewer 
participants  on  roundtables  and 
advisory  and  other  groups  than  they 
currently  have  in  the  U.S.  standard 
setting  process.  Further,  in  the  U.S. 
standard  setting  process,  participants 
from  multiple  constituencies  but  in  the 
same  geographic  market  (i.e.,  the  United 
States)  are  involved.  On  the  lASB, 
constituencies  and  geographic  market 
(i.e.,  different  countries)  participation 
are  commingled.  Also,  constituents 
involved  in  the  IFRS  standard  setting 
process  may  come  from  different 
financial  reporting  environments  and 
may  have  objectives  that  are  different 
ft-om  or  not  present  in  the  standard 
setting  process  for  U.S.  GAAP. 

In  addition,  individual  jurisdictions’ 
processes  for  incorporating  IFRS  into 
their  markets  may  result  in  varying 
degrees  of  pressure  placed  on  the  lASB 
in  the  development  of  individual 
standards.  For  example,  some 
jurisdictions  adopt  or  endorse  IFRS  on 
a  standard-by-standard  basis  unlike  the 
historical  approach  in  the  United  States 
to  look  to  a  standard  setter  to  establish 
the  body  of  accounting  standards  as  a 
whole.  Further,  the  lASB’s  need  to 
consider  a  greater  number  of 
constituents  in  seeking  consensus  on  a 
new  or  revised  standard,  and  the 
associated  need  to  consider  multiple 
jurisdictions  in  scheduling 
implementation,  could  lead  to  a  longer 
deliberative  process  in  issuing 
accounting  standards.  Further, 
individual  jurisdictions,  through  their 
securities  regulators,  accounting 
standard  setters  or  other  bodies,  could 
adopt  or  provide  for  interpretations  or 
applications  of  IFRS  for  companies  in 
those  jurisdictions  which  are  different 
from  those  in  other  jurisdictions. 

The  Commission’s  participation  in  the 
oversight  of  the  lASB  would  principally 
be  through  participation  in  the 
Monitoring  Group  proposed  by  the 
lASB’s  governing  body,  the  lASC 
Foundation.  This  would  be  a  less  direct 
oversight  relationship  as  to  the 
participation  in  board  and  trustee 
appointments,  review  of  finances,  and 
interaction  with  the  board  than  the 
Commission  and  its  staff  has  currently 
with  respect  to  the  FASB  and  the 
Financial  Accounting  Foundation.®® 

“  See  FR  70.  As  noted  earlier,  this  release  does 
not  address  the  method  the  Commission  would  use 
to  mandate  IFRS  for  U.S.  issuers.  In  addition,  the 
Commission  would  retain  the  ability  to  take  such 
action  as  may  be  appropriate  to  address  financial 
reporting  issues  in  filings  with  the  Commission. 


1.  Do  commenters  agree  that  U.S. 
investors,  U.S.  issuers  and  U.S.  markets 
would  benefit  from  the  development 
and  use  of  a  single  set  of  globally 
accepted  accounting  standards?  Why  or 
why  not?  What  are  commenters’  views 
on  the  potential  for  IFRS  as  issued  by 
the  lASB  as  the  single  set  of  globally 
accepted  accounting  standards? 

2.  Do  commenters  agree  that  the 
milestones  and  considerations  described 
in  Section  III.A.  of  this  release 
(“Milestones  to  be  Achieved  Leading  to 
the  Use  of  IFRS  by  U.S.  Issuers’’) 
comprise  a  framework  through  which 
the  Commission  can  effectively  evaluate 
whether  IFRS  financial  statements 
should  be  used  by  U.S.  issuers  in  their 
filings  with  the  Commission?  Are  any  of 
the  proposed  milestones  not  relevant  to 
the  Commission’s  evaluation?  Are  there 
any  other  milestones  that  the 
Commission  should  consider? 

3.  Do  commenters  agree  with  the 
timing  presented  by  the  milestones? 
Why  or  why  not?  In  particular,  do 
commenters  agree  that  the  Commission 
should  make  a  determination  in  2011 
whether  to  require  use  of  IFRS  by  U.S. 
issuers?  Should  the  Commission  make  a 
determination  earlier  or  later  than  2011? 
Are  there  any  other  timing 
considerations  that  the  Commission 
should  take  into  account? 

4.  What  are  commenters’  views  on  the 
mandated  use  of  IFRS  by  U.S.  issuers 
beginning  in  2014,  on  an  either  staged- 
transition  or  non-staged  transition  basis? 
Should  the  date  for  mandated  use  be 
earlier  or  later?  If  the  Commission 
requires  the  use  of  IFRS,  should  it  do  so 
on  a  staged  or  sequenced  basis?  If  a 
staged  or  sequenced  basis  would  be 
appropriate,  what  are  commenters’ 
views  on  the  types  of  U.S.  issuers  that 
should  first  be  subject  to  a  requirement 
to  file  IFRS  financial  statements  and 
those  that  should  come  later  in  time? 
Should  any  sequenced  transition  be 
based  on  the  existing  definitions  of  large 
accelerated  filer  and  accelerated  filer? 
Should  the  time  period  between  stages 
be  longer  than  one  year,  such  as  two  or 
three  years? 

5.  What  do  commenters  believe  would 
be  the  effect  on  convergence  if  the 
Commission  were  to  follow  the 
proposed  Roadmap  or  allow  certain  U.S. 
issuers  to  use  IFRS  as  proposed? 

6.  Is  it  appropriate  to  exclude 
investment  companies  and  other 
regulated  entities  filing  or  furnishing 
reports  with  the  Commission  from  the 
scope  of  this  Roadmap?  Should  any 
Roadmap  to  move  to  IFRS  include  these 
entities  within  its  scope?  Should  these 
considerations  be  a  part  of  the 
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Roadmap?  Are  there  other  classes  of 
issuers  that  should  be  excluded  from 
present  consideration  and  be  addressed 
separately? 

7.  Do  commenters  agree  that  these" 
matters  would  affect  market  participants 
in  the  United  States  as  described  above? 
What  other  matters  may  affect  market 
participants?  Are  there  other  market 
participants  that  would  be  affected  by 
the  use  by  U.S.  issuers  of  IFRS  in  their 
Commission  filings?  If  so,  who  are  they 
and  how  would  they  be  affected? 

8.  Would  a  requirement  that  U.S. 
issuers  file  financial  statements 
prepared  in  accordance  with  IFRS  have 
any  affect  on  audit  quality,  the 
availability  of  audit  services,  or 
concentration  of  market  share  among 
certain  audit  firms  (such  as  firms  with 
existing  international  networks)?  Would 
such  a  requirement  affect  the 
competitive  position  of  some  audit 
firms?  If  the  competitiveness  of  some 
firms  would  be  adversely  affected, 
would  these  effects  be 
disproportionately  felt  by  firms  other 
than  the  largest  firms? 

9.  What  are  commenters’  views  on  the 
lASB’s  and  FASB’s  joint  work  plan? 

Does  the  work  plan  serve  to  promote  a 
single  set  of  high-quality  globally 
accepted  accounting  standards?  Why  or 
why  not? 

10.  How  will  the  Commission’s 
expectation  of  progress  on  the  lASB’s 
and  FASB’s  joint  work  plan  impact  U.S. 
investors,  U.S.  issuers,  and  U.S. 
markets?  What  steps  should  be  taken  to 
promote  further  progress  by  the  two 
standard  setters? 

11.  The  current  phase  of  the  lASB’s 
and  FASB’s  joint  work  plan  is 
scheduled  to  end  in  2011.  How  should 
the  Commission  measure  the  lASB’s  and 
FASB’s  progress  on  a  going-forward 
basis?  What  factors  should  the 
Commission  evaluate  in  assessing  the 
lASB’s  and  the  FASB’s  work  under  the 
joint  work  plan? 

12.  What  are  investors’,  U.S.  issuers’, 
and  other  market  participants’  views  on 
the  resolution  of  the  lASB  governance 
and  funding  issues  identified  in  this 
release? 

13.  What  steps  should  the 
Commission  and  others  fake  in  order  to 
determine  whether  U.S.  investors,  U.S. 
issuers,  and  other  market  participants 
are  ready  to  transition  to  IFRS?  How 
should  the  Commission  measure  the 
progress  of  U.S.  investors,  U.S.  issuers, 
and  other  market  participants  in  this 
area?  What  specific  factors  should  the 
Commission  consider? 

14.  Are  there  any  other  significant 
issues  the  Commission  should  evaluate 
in  assessing  whether  IFRS  is  sufficiently 
comprehensive? 


15.  Where  a  standard  is  absent  under 
IFRS  and  management  must  develop 
and  apply  an  accounting  policy  (such  as 
described  in  IAS  8,  for  example)  should 
the  Commission  require  issuers  to 
provide  supplemental  disclosures  of  the 
accounting  policies  they  have  elected 
and  applied,  to  the  extent  such 
disclosures  have  not  been  included  in 
the  financial  statements? 

IV.  Proposal  for  the  Limited  Early  Use 
of  IFRS  Where  This  Would  Enhance 
Comparability  for  U.S.  Investors 

A.  Eligibility  Requirements 
We  are  proposing  amendments  to  our 
rules  that  would  allow  certain  U.S. 
issuers  that  meet  specific  criteria  to  file 
financial  statements  in  accordance  with 
IFRS  as  issued  by  the  lASB,  rather  than 
U.S.  GAAP,  for  use  in  their  annual  and 
other  reports  made  under  Section  13(a) 
or  15(d)  of  the  Exchange  Act,^^  proxy 
statements  and  information  statements 
under  Schedules  14A  and  14C  under  the 
Exchange  Act,®^  as  well  as  in 
registration  statements  under  the 
Securities  Act  and  the  Exchange  Act.®^ 
The  Commission  is  proposing  these 
amendments  for  several  reasons. 
Investors  may  find  the  financial 
information  provided  by  eligible  issuers 
who  elect  to  report  such  information  in 
accordance  with  IFRS  to  be  more 
comparable  to  the  financial  information 
of  non-U.S.  competitors.  Permitting 
some  U.S.  issuers  to  report  under  IFRS 
may  provide  assistance  in  a  transition  to 
mandatory  financial  reporting  in 
accordance  with  IFRS  by  creating 
additional,  but  manageable,  demand  for 
IFRS-related  services  at  this  time.  The 
Commission  also  could  learn  from 
investors  and  the  U.S.  public  capital 
market  participants  about  their 
consideration  of  IFRS  financial 
information  from  domestic  issuers. 
Further,  investors  in  the  industry 
sectors  for  which  the  eligibility 
requirements  are  met  likely  would  have 
familiarity  with  IFRS  given  that  it  is 


15  U.S.C.  78m(a)  or  78o(d).  Section  13(a)  of  the 
Exchange  Act  requires  every  issuer  of  a  security 
registered  pursuant  to  Section  12  of  the  Exchange 
Act  [15  U.S.C.  781]  to  file  with  the  Commission 
such  annual  reports  and  such  other  reports  as  the 
Commission  may  prescribe.  Section  15(d)  of  the 
Exchange  Act  requires  each  issuer  that  has  filed  a 
registration  statement  that  has  become  effective 
pursuant  to  the  Securities  Act  to  file  such 
supplementary  and  periodic  information, 
documents  and  reports  as  may  be  requited  pursuant 
to  Section  13  in  respect  of  a  security  registered 
pursuant  to  Section  12,  unless  the  duty  to  flle  under 
Section  15(d)  has  been  suspended  for  any  financial 
year. 

9^17  CFR  240.14a-101  and  17  CFR  240.14C-101. 

As  such,  the  proposed  option  would  not  apply 
to  the  niing  requirements  for  other  regulatory 
purposes,  such  as  those  of  regulated  entities  such 
as  broker-dealers. 


used  more  than  any  other  financial 
reporting  standard  on  a  global  basis.  The 
Commission  recognizes  that  there  are 
many  questions  relating  to  permitting 
some  U.S.  issuers  to  report  under  IFRS, 
particularly  in  light  of  the  proposed 
milestones,  and  encourages  public 
comment  on  the  proposal  and  the 
related  alternative  proposals  concerning 
what,  if  any,  additional  U.S.  GAAP 
information  should  be  provided  by 
electing  issuers. 

In  deciding  which  issuers  should  be 
proposed  for  inclusion  in  this  group,  the 
objective  of  the  Commission  was  to 
identify  those  categories  of  U.S.  issuers 
for  whom  the  use  of  IFRS  would 
promote  comparability  with  their 
significant  industry  competitors.  Sifice 
investors  frequently  make  capital 
allocation  decisions  among  companies 
within  a  particular  industry  sector,®"*  the 
first  element  of  the  eligibility  criteria 
relates  to  the  use  of  IFRS  in  the  issuers’ 
industry.  The  second  element  is 
intended  to  focus  on  significant 
competitors  within  the  industry  group, 
and  so  requires  an  identification  of  the 
accounting  standards  used  by  the  large.st 
twenty  companies  by  market 
capitalization.  We  believe  these  are  the 
competitors  which  are  the  most  likely  to 
be  comparable  among  themselves  and 
most  likely  to  be  ready  to  make  the 
transition  to  IFRS.  Both  proposed 
elements — the  prevalence  of  the  use  of 
IFRS  and  the  significance  of  the  issuer 
in  a  given  industry — would  need  to  be 
met  for  a  U.S.  issuer  to  be  eligible  to  file 
its  financial  statements  in  accordance 
with  IFRS  with  the  Commission. 

The  industry  criterion  identifies 
companies  for  which  we  preliminarily 
believe  it  would  be  overall  beneficial  to 
investors  for  the  U.S.  issuer  to  be 
eligible  to  use  IFRS  because  financial 
statement  comparability  with  other 
significant  competitors  in  their  industry 
would  be  promoted  and  enhanced. 
Under  this  test,  an  industry  would  be 
eligible  if  IFRS  is  used  as  the  basis  of 
financial  reporting  more  often  than  any 
other  basis  of  financial  reporting  by  the 
20  largest  listed  companies  worldwide 
within  that  industry  as  measured  by 
market  capitalization.  The  U.S.  issuer 
would  make  that  determination  as 
follows: 

(1)  An  issuer  would  ascertain  its 
industry  group  by  using  the  North 
American  Industry  Classification 


”■*  For  example,  at  the  end  of  2007,  there  were  219 
exchange-traded  funds  with  an  industry/sector- 
based  investment  objective,  with  net  assets  of 
approximately  $93  billion.  2008  Investment 
Company  Factbook,  published  by  the  Investment 
Company  Institute. 
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System  (NAICS)  code  at  the  three- 
digit  level.  Standard  Industrial 
Classification  (SIC)  codes  at  the  two- 
digit  level,  or  the  International  Standard 
Industrial  Classification  (ISIC)  codes 
at  the  “Division”  level.  Alternatively, 
the  issuer  could  use  a  privately 
provided,  published,  and  widely 
accepted  industry  classification  scheme 
at  a  similar  level  of  detail,  such  as  the 
Industry  Classification  Benchmark 
(ICB)  at  the  “Sector”  level  or  the 
Global  Industry  Classification  Standard 
(GICS)®®  at  the  “Industry”  level.  For 
classifications  of  individual  companies, 
the  issuer  must  use  a  single  published 
and  widely  accepted  industry  source. 
(The  provider  of  the  classification 
scheme  may  be  the  same  entity  as  the 
source  of  classifications  of  individual 
companies.) 

(2)  Then,  the  U.S.  issuer  would 
determine  whether  IFRS  is  used  as  the 
basis  of  financial  reporting  more  than 
any  other  basis  of  financial  reporting  by 
the  20  largest  listed  companies 
worldwide  within  its  industry. 

a.  An  issuer  would  do  this  by  first 
identifying  the  20  largest  listed 
companies  globally  in  its  industry  by 
market  capitalization.^®®  For  the 
purposes  of  this  calculation,  market 
capitalization  should  be  determined  as 
of  the  same  day  within  the  180  days 
preceding  the  date  on  which  the  SEC 
staff  receives  a  request  for  a  letter  of  no 
objection  (as  described  below).  Market 
capitalization  would  need  to  be 
determined  from  a  widely  accepted 
source. 

b.  Next,  the  U.S.  issuer  would 
ascertain  which  accounting  standards 
each  of  the  20  companies  uses  to  report 
its  financial  results  to  the  public  capital 
markets.  Companies  within  the  industry 
are  considered  to  report  under  a 
specified  set  of  accounting  standards  if 
they  have  published  audited  annual 
financial  statements  under  those 
accounting  standards.’®^  As  described 
below,  a  U.S.  company  that  elects  to 
report  using  IFRS  would  be  required  to 
file  financial  statements  prepared  in 


See  http://www.census.gov/epcd/K'ww/ 
naics.html. 

See  http://vi’ww.census.gov/epcd/www/ 
sic.htmi 

See  http://unstats.un.org/unsd/class/family/ 
family2.asp?Cl=27. 

See  http://www.irbencbmark.com/. 

See  http://www.mscibarra.com/products/gics/. 

’“"For  these  purposes,  market  capitalization 
refers  to  the  worldwide  market  value  of  a 
company’s  outstanding  voting  and  non-voting 
common  equity  securities. 

For  purposes  of  the  calculation,  companies 
reporting  under  more  than  one  set  of  standards  can 
be  counted  as  using  any  of  these  standards. 


accordance  with  IFRS  as  issued  by  the 
lASB. 

If  the  U.S.  issuer  were  among  the  20 
largest  companies  globally  in  a 
particular  industry  and  IFRS  is  used  as 
the  basis  of  financial  reporting  more 
often  than  any  other  basis  of  financial 
reporting  among  the  20  largest  listed 
companies  worldwide  in  that  industry, 
then  the  U.S.  issuer  would  be  eligible  to 
elect  to  use  IFRS  in  its  filings  with  the 
Commission.  To  illustrate,  if  among  the 
top  20  companies  in  a  given  industry, 
there  were  8  companies  using  IFRS,  7 
using  U.S.  GAAP  and  5  using  other 
bases  of  financial  reporting,  the  industry 
would  be  viewed  as  an  “IFRS  industry” 
and  the  7  U.S.  companies  would  be 
eligible  to  change  to  IFRS.^®^  If  among 
the  top  20  companies  there  were  4  using 
IFRS,  3  using  U.S.  GAAP  and  13  using 
other  bases  of  financial  reporting  but  no 
single  other  basis  accounted  for  more 
then  3,  the  industry  would  be  viewed  as 
an  IFRS  industry.  In  contrast,  if  among 
the  top  20  companies  there  were  7  using 
IFRS,  7  using  U.S.  GAAP  and  6  using 
other  bases  of  financial  reporting,  the 
industry  would  not  be  considered  an 
IFRS  industry.  If  there  were  8 
companies  using  U.S.  GAAP,  7  using 
IFRS  and  5  using  other  bases  of 
financial  reporting,  then  the  industry 
also  would  not  be  an  IFRS  industry  and 
the  U.S.  companies  would  not  be 
eligible  to  use  IFRS. 

Using  one  of  the  industry 
classification  systems  (SIC  codes),  we 
estimate  that  at  present  a  minimum  of 
approximately  110  U.S.  issuers  in  34 
“IFRS  industries”  would  be  eligible  to 
receive  a  letter  of  no  objection  from  the 
staff  using  the  proposed  criteria. ^®3  Our 
estimate  contains  a  number  of 
assumptions  and  may  be  impacted  by 
some  data  not  being  readily  available,  as 
indicated  below.  Further,  certain  factors 
could  result  in  the  number  of  eligible 
issuers  becoming  higher,  although  this 
availability  is  most  likely  to  occur  in 
periods  beyond  2011  when  the 
Commission  would  expect  to  make  its 


'“2  The  distribution  of  size  among  the  top  20 
companies  would  not  matter.  In  other  words,  there 
would  be  no  requirement  that  the  group  of 
companies  using  a  given  set  of  accounting 
principles,  such  as  IFRS,  would  constitute  the 
largest  percentage  by  market  capitalization  within 
the  industry  or  in  comparison  to  other  groups  of 
countries  using  other  sets  of  accounting  principles. 
The  only  criterion  would  be  that  the  number  of 
companies  using  IFRS  was  more  than  the  number 
of  companies  using  any  other  basis  of  financial 
reporting. 

101  Pq[.  example,  under  the  methodology 
described  in  this  section,  metal  mining  under  SIC 
code  10  and  conglomerates  under  SIC  code  99  may 
be  eligible. 


decision  on  IFRS  implementation  under 
the  Roadmap.’®^ 

To  develop  our  estimate  of  the 
potentially  eligible  issuers,  our  staff 
obtained  data  from  publicly  available 
sources  on  the  20  largest  listed 
companies  measured  by  market 
capitalization  in  each  industry,  using 
two-digit  SIC  industry  classification 
codes  as  assigned  by  Standard  and 
Poors’  COMPUSTAT.^®^  We  did  not 
estimate  what  the  population  of  eligible 
issuers  would  be  under  other  industry 
classification  methods  available  under 
this  proposed  rule.  Therefore,  our 
estimate  represents  a  lower  bound  on 
the  number  of  U.S.  issuers  at  present 
that  we  believe  may  be  eligible  to  adopt 
IFRS  under  this  proposed  rule. 

To  simplify  the  analysis,  the  staff 
relied  on  a  number  of  assumptions 


The  number  of  eligible  companies  at  the  outset 
could  be  higher  due  to  the  fact  that  different 
industry  classification  systems  would  be  available 
to  determine  eligibility.  This  could  affect  the 
number  of  U.S.  issuers  that  would  be  ranked  among 
the  20  largest  in  their  industry  by  market 
capitalization,  because  companies  may  be  eligible 
to  use  IFRS  under  one  classification  system,  but  not 
another.  In  addition,  if  companies  in  an  industry 
that  is  eligible  under  one  classification  system 
switch  to  IFRS,  this  action  may  result  in  IFRS  being 
used  more  often  than  any  other  set  of  standards 
within  a  separate  industry,  under  a  different 
classification  system.  This  effect  could  result  in  an 
expansion  of  IFRS  industries  as  U.S.  companies 
switch  to  IFRS,  and,  in  turn,  an  increase  in  eligible 
U.S.  companies.  In  addition,  under  the  proposed 
eligibility  criteria,  as  more  countries  change  to 
IFRS,  more  industries  may  become  "IFRS 
indu.stries,”  and  more  U.S.  companies  would 
become  eligible  to  file  IFRS  financial  statements. 

For  example,  assuming  that  Brazil,  Canada,  Chile 
and  South  Korea  follow  IFRS,  the  number  of  IFRS 
industries  increases  by  9  and  total  number  of 
eligible  U.S.  companies  under  our  methodology 
would  increase  to  approximately  160,  representing 
approximately  23%  of  the  market  capitalization  in 
the  United  States.  Also,  to  the  extent  the  mix  of 
competitors  by  market  capitalization  changes  to 
include  more  competitors  that  report  in  IFRS, 
additional  industries  may  qualify  as  IFRS  industries 
over  time.  We  estimate  that,  if  all  74  industries 
under  our  methodology  were  IFRS  industries  the 
theoretical  maximum  number  of  U.S.  issuers  that 
could  be  eligible  given  the  present  assumptions  of 
companies  in  the  top  20  by  industry  would  be 
approximately  380,  representing  57%  of  the  market 
capitalization  in  the  United  States.  The  potential 
impact  of  this  dynamic  is  limited,  however,  by  the 
fact  that  the  Roadmap  anticipates  a  decision  by  the 
Commission  on  the  u.se  of  IFRS  by  2011.  Eligibility 
would  likely  expand  for  other  reasons.  For  example, 
relatively  young  foreign  public  equity  markets, 
particularly  in  emerging  markets,  are  developing  at 
a  faster  rate  than  the  mature  U.S.  equity  market, 
resulting  in  greater  representation  of  large  foreign 
companies  on  equity  exchanges.  This  factor  may 
result  in  an  increase  in  the  number  of  IFRS-using 
listed  companies  in  the  top  20  of  each  industry,  by 
market  capitalization,  and  a  corresponding  increase 
in  eligible  indu.stries. 

’“5  There  are  74  industry  groups  under  this 
classification  approach.  For  some  industries,  there 
were  less  than  20  companies  available  under  the 
data  obtained.  Our  staff  kept  these  industries  in  its 
population  applying  the  test  of  whether  IFRS  was 
used  more  than  any  other  basis  of  reporting  among 
the  available  list  of  companies  in  that  industry. 
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regarding  the  bases  of  accounting  of  the 
companies  in  the  estimated  population. 
In  evaluating  what  bases  of  financial 
reporting  were  used  by  the  companies 
within  this  estimated  population,  our 
staff  assumed  that  all  U.S.  entities  were 
registered  with  the  Commission  and 
therefore  reporting  under  U.S.  GAAP.  In 
addition,  the  staff  assumed  that  any 
company  from  an  E.U.  country, 
Australia,  New  Zealand,  South  Africa  or 
Switzerland  was  reporting  under  IFRS. 
For  other  companies,  our  staff  attempted 
to  obtain  information  on  the  set  of 
accounting  standards  used.  For 
purposes  of  this  analysis,  an  assumption 
was  made  that  any  assertion  as  to  the 
use  of  IFRS,  such  as  on  the  issuer’s  Web 
site,  in  the  issuer’s  financial  statements 
or  in  the  audit  report,  was  considered  as 
reporting  under  IFRS. 

In  some  cases,  our  staff  was  not  able 
to  obtain  sufficient  information  about 
the  basis  of  financial  reporting  used.  For 
example,  published  financial  statements 
could  not  be  readily  located  for  all 
companies  and  for  others  financial 
statements  were  not  readily  available  in 
English.  Because  of  this  and  other 
limitations,  the  staffs  estimate  is  an 
approximate  minimum  number  of 
issuers  that  would  currently  be  eligible 
under  the  proposed  rule,  and  the  actual 
number  could  be  significantly  greater. 
Based  on  these  assumptions, 
approximately  34  of  the  74  industries 
identified  would  be  “IFRS  industries.” 
The  minimum  of  approximately  110 
U.S.  issuers  that  we  estimate  presently 
would  be  eligible  to  file  IFRS  financial 
statements  had  as  of  December  2007  a 
total  market  capitalization  of  $2.5 
trillion,  which  represented 
approximately  12%  of  the  total  U.S. 
market  capitalization.  The  market 
capitalization  of  these  eligible 
companies  range  from  approximately 
$250  million  to  $300  billion,  with  a 
mean  of  $23  billion  and  a  median  of 
$8.3  billion.  Approximately  94%  of 
these  eligible  issuers  would  have  a 
worldwide  market  capitalization  over 
$700  million. 

B.  Staff  Letter  of  No  Objection  to  the  Use 
of  IFRS 

To  be  able  to  use  IFRS  financial 
statements  in  filings  with  the 
Commission,  the  U.S.  issuer  would  need 
to  obtain  a  letter  of  no  objection  from 
the  SEC  staff.  This  process  would  assist 
U.S.  issuers  in  determining  whether 
they  would  be  eligible  to  switch  to  IFRS 
financial  statements  and  provide  them 
with  greater  certainty  before  they 


’“Based  on  an  estimated  U.S.  market 
capitalization  of  $20  trillion.  See  http://www.world- 
exchanges.OTg/WFE/home.asp?menu=395. 


undertake  the  complex  process  of 
converting  their  financial  statements 
from  U.S.  GAAP  to  IFRS.  In  addition, 
through  our  postings  of  these  letters  on 
our  Web  site,  we  would  provide 
information  to  investors  and  others 
about  the  possibility  of  the  issuer  filing 
reports  using  IFRS.  Obtaining  a  staff  no¬ 
objection  letter  would  not  commit  the 
issuer  to  use  IFRS.  As  noted  later,  such 
a  letter  would  provide  an  issuer  with 
the  ability  to  commence  filing  reports 
using  IFRS  for  a  period  of  three  years 
from  the  date  of  the  staff  response. 

To  obtain  such  a  letter,  the  issuer 
would  make  a  submission  to  the  staff  of 
the  Division  of  Corporation  Finance’s 
Office  of  Chief  Accountant.^”^  In  that 
submission,  the  issuer  would  describe 
its  analysis  in  determining  its  eligibility 
to  use  IFRS. In  preparing  a  request  for 
a  staff  letter  of  no  objection  to  the  use 
of  IFRS,  we  would  expect  U.S.  issuers 
to  undertake  reasonable  efforts  to 
determine  the  sets  of  accounting 
standards  for  all  companies  that 
comprise  the  twenty  largest  in  its 
industry  group.  If  the  staff  has  no 
objections  to  the  issuer’s  conclusion  that 
it  is  eligible  to  file  IFRS  financial 
statements,  the  staff  would  issue  a  letter 
of  no  objection.  When  issued,  the  staff 
letter  would  be  made  publicly  available 
on  the  Commission  Web  site,  together 
with  the  issuer’s  incoming  submission. 
The  incoming  submission  from  the 
issuer  would  not  be  made  public  on  the 
Commission  Web  site  if  the  staff  did  not 
issue  a  letter  of  no  objection.  A  U.S. 
issuer  could  file  IFRS  financial 
statements  only  if  it  received  a  letter  of 
no  objection.  Once  the  staff  issued  a 
letter  of  no  objection,  the  issuer  could 
adopt  IFRS  at  any  time  during  the  three- 
year  period  following  issuance  of  the 
letter  without  the  criteria  being 
recalculated  with  more  current  data.^o® 
The  company  would  also  disclose  in  its 
first  filing  using  IFRS  the  date  that  it 
submitted  its  request  to  the  staff 
demonstrating  that  it  met  the  criteria 


’o^To  the  extent  applicable,  an  applicant  could 
invoke  Rule  83. 

’“To  the  extent  an  issuer’s  analysis  includes 
companies  whose  financial  statements  are  prepared 
under  a  jurisdictional  version  of  IFRS  or  as  to 
which  it  is  not  clear  whether  the  financial 
statements  are  prepared  under  IFRS  as  issued  by  the 
lASB,  the  issuer  should  state  that  no  information 
came  to  its  attention  from  the  content  of  the 
financial  statements  of  the  companies  analyzed  or 
otherwise  that  causes  if  to  believe  that  the  financial 
statements  are  not  in  accordance  with  IFRS  as 
issued  by  the  lASB. 

’09  If  y^,e  were  to  adopt  the  proposal,  once  a  U.S. 
issuer  commenced  filing  reports  using  IFRS  under 
these  rules,  it  would  not  have  to  recalculate  its 
eligibility  using  more  current  data.  A  recalculation 
and  a  new  staff  letter  of  no  objection  would  be 
necessary  only  if  the  issuer  did  not  commence  filing 
reports  using  IFRS  within  three  years  of  receipt  of 
the  letter. 


and  the  date  the  staff  issued  its  letter  of 
no  objection. 

The  proposed  definition  of  “IFRS 
Issuer”  in  Rule  l-02(cc)  of  Regulation 
S-X,  which  contains  the  eligibility 
criteria  that  must  be  demonstrated  in 
the  issuer’s  request  to  the  staff  of  the 
Commission,  specifically  excludes 
investment  companies;  employee  stock 
purchase,  savings  and  similar  plans;  and 
smaller  reporting  companies. We 
have  excluded  smaller  reporting 
companies  from  the  proposed  definition 
of  IFRS  issuer  as  a  limitation  on  the 
number  of  issuers  that  would  be  eligible 
to  file  IFRS  financial  statements  under 
the  proposed  rules.  Investment 
companies  are  proposed  to  be  excluded 
because  of  the  separate  regulatory 
requirements  that  exist  for  those 
entities.  Employee  stock  purchase, 
savings  and  similar  plans  are  proposed 
to  be  excluded  because  they  are  special 
investment  entities  that  are  subject  to 
tailored  accounting  practices. 

Request  for  Comment 

16.  Do  common ters  agree  that  certain 
U.S.  issuers  should  have  the  alternative 
to  report  using  IFRS  prior  to  2011?  What 
circumstances  should  the  Commission 
evaluate  in  order  to  assess  the  effects  of 
early  adoption  on  comparability  of 
industry  financial  reporting  to 
investors? 

17.  Do  commenters  agree  with  the 
proposed  criteria  by  which  the 
comparability  of  an  industry’s  financial 
reporting  would  be  assessed?  If  not, 
what  should  the  criteria  be? 

18.  Which  eligible  U.S.  issuers  have 
the  incentive  to  avail  themselves  of  the 
proposed  amendments,  if  adopted?  Are 
there  reasons  for  which  an  issuer  that  is 
in  a  position  to  file  IFRS  financial 
statements  under  the  proposed 
amendments  would  elect  not  to  do  so? 

If  so,  what  are  they? 

19.  Is  limiting  the  proposal  lo  the 
largest  20  competitors  by  market 
capitalization  an  appropriate  criterion? 
Should  it  be  higher  or  lower?  Should 
additional  U.S.  issuers  be  eligible  to 
elect  to  report  in  IFRS  if  some  minimum 
threshold  of  U.S.  issuers  (based  on  the 
actual  number  or  market  capitalization 
of  U.S.  issuers  choosing  to  report  in 
IFRS)  elects  to  report  in  IFRS  under  the 
eligibility  requirements  proposed?  To 
the  extent  additional  U.S.  issuers  are  not 
permitted  to  report  in  IFRS  even  if  such 
a  minimum  threshold  is  met,  are  such 
non-eligible  U.S.  issuers  placed  at  a 
competitive  disadvantage  vis-a-vis  U.S. 
issuers  reporting  in  IFRS? 


’’“The  term  "smaller  reporting  company”  is 
defined  in  Exchange  Act  Rule  12b-2  [17  CFR 
240.12b-2l  and  in  Securities  Act  Rule  405  [17  CFR 
230.405]. 
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20.  Would  the  use  of  different 
industry  classification  schemes  as 
proposed  be  unclear  or  create  confusion 
in  determining  whether  an  issuer  is 
IFRS  eligible?  Should  we  require  that  all 
issuers  use  a  single  industry 
classification  scheme?  Why  or  why  not? 

21.  What  impact  will  the 
Commission’s  determination  to  allow  an 
industry  to  qualify  as  an  “IFRS 
industry”  without  majority  IFRS  use 
have  on  the  Commission’s  objective  of 
promoting  comparability  for  U.S. 
investors?  How  will  this  impact  U.S. 
investors,  U.S.  issuers,  and  U.S. 
markets?  Is  the  use  of  IFRS  more  than 
any  other  set  of  financial  reporting 
standards  the  right  criterion?  Should  it 
be  higher  or  lower? 

22.  Should  the  Commission  permit 
additional  industries  to  qualify  as  IFRS 
industries,  and  thus  additional  U.S. 
issuers  to  become  early  adopters,  as 
more  countries  outside  the  U.S.  adopt 
IFRS?  Alternatively,  should  the  group  of 
potential  industries  and  early  adopters 
be  limited  to  those  that  qualify  at  the 
time  the  Commission  determines  to 
permit  early  adoption? 

23.  Do  commenters  have  any 
suggestions  about  the  procedural 
aspects  of  the  proposed  eligibility 
requirements,  e.g.,  the  procedure  for 
obtaining  a  letter  of  no  objection  from 
the  Commission  staff  or  the  minimum 
contents  of  the  required  submission?  Is 
such  a  procedure  necessary?  Do 
commenters  agree  that  such  a  procedure 
would  assist  both  issuers  and  investors? 
Should  the  procedural  aspects  of  the 
proposed  eligibility  requirements  be  less 
formal?  Should  the  procedure  be  similar 
to  that  in  the  no  action  letter  process 
regarding  shareholder  proposals  under 
Rule  14a-8  of  the  Exchange  Act?  Should 
the  letter  of  no  objection  be  advisory 
only?  Should  obtaining  a  letter  of  no 
objection  be  optional?  Is  the  method  for 
calculating  eligibility  clear  and 
appropriate  or  are  there  alternative 
suggestions  that  should  be  considered? 
Should  the  Commission  publish 
standards  or  criteria  to  guide  the  staffs 
determination?  What  do  commenters 
believe  the  respective  role  of  the 
Commission  arid  its  staff  should  be  in 
making  these  eligibility  determinations? 
Should  the  Commission  post  on  its  Web 
site  all  submissions  and  responses, 
including  those  for  which  the  staff  does 
not  issue  a  no-objection  letter? 

24.  Currently,  some  public  companies 
in  the  U.S.  public  capital  market  report 
in  accordance  with  IFRS  and  others  in 
accordance  with  U.S.  GAAP.  Today, 
however,  this  ability  to  report  using 
IFRS  exists  only  for  foreign  companies. 
What  consequences,  opportunities  or 
challenges  would  be  created,  and  for 


whom,  of  extending  the  option  to  use 
IFRS  to  a  limited  number  of  U.S: 
companies  based  on  the  criterion  of 
improving  the  comparability  of  financial 
reporting  for  investors? 

25.  Do  commenters  agree  that  the 
criterion  of  enhanced  comparability  is 
the  correct  one?  Are  there  other  criteria 
that  should  be  used?  For  example, 
should  issuers  be  eligible  based  on  their 
size  or  their  global  activities?  If  a  size 
criterion  were  used  to  include  the 
largest  U.S  issuers,  what  should  the  cut¬ 
off  be?  Should  there  be  a  criterion  based 
on  the  absence  of  past  violations  of  the 
federal  securities  laws  or  based  on 
shareholder  approval? 

26.  Do  commenters  agree  that  the 
proposed  required  disclosures  are 
appropriate?  If  not,  what  disclosures 
should  be  provided? 

27.  What  are  commenters’  views  on 
the  accounting  principles  that  should  be 
used  by  those  U.S.  issuers  that  elect  to 
file  IFRS  financial  statements  if  the 
Commission  decides  not  to  mandate  or 
permit  other  U.S.  issuers  to  file  IFRS 
financial  statements  in  2011?  Should 
the  Commission  require  these  issuers  to 
revert  back  to  U.S.  GAAP  in  that 
situation? 

28.  Is  it  appropriate  to  exclude 
investment  companies,  employee  stock 
purchase,  savings  and  similar  plans  and 
smaller  reporting  companies?  Are  there 
other  classes  of  issuers  or  certain 
industries  that  should  be  excluded? 

C.  Transition 

We  believe  that  the  option  to  move  to 
IFRS  should  be  made  available  to 
eligible  U.S.  issuers  upon  adoption  of 
rule  amendments;  thus  we  propose  that 
it  be  applicable  for  filings  for  fiscal 
years  ending  on  or  after  December  15, 
2009.  We  believe  that  the  ease  with 
which  an  eligible  issuer  could  transition 
to  IFRS  in  filings  with  the  Commission, 
and  thus  the  actual  transition  timing  for 
an  eligible  issuer,  would  depend  on  the 
extent  to  which  the  issuer  has 
experience  with  IFRS.  An  eligible  issuer 
that  elects  to  file  IFRS  financial 
statements  with  the  Commission  under 
the  proposed  amendments  would  be 
required  first  to  do  so  in  an  annual 
report  containing  three  years  of  audited 
financial  statements.  Similarly,  an  IFRS 
issuer  changing  from  IFRS  as  issued  by 
the  lASB  to  U.S.  GAAP  may  only  begin 
reporting  using  U.S.  GAAP  in  an  annual 
report  on  Form  10-K.  An  eligible  issuer 
would  not  be  able  to  file  IFRS  financial 
statements  with  the  Commission  for  the 


An  example  of  such  a  criterion  is  found  under 
clauses  (vi),  (vii)  and  (viii)  under  the  definition  of 
“ineligible  issuer”  under  Rule  405  under  the 
Securities  Act  [17  CFR  230.405). 


first  time  in  a  quarterly  report. 

Securities  Act  or  Exchange  Act 
registration  statement,  or  proxy  or 
information  statement.  We  propose 
limiting  first  time  filing  to  annual 
reports  to  minimize  the  potential 
diversity  of  filings  available,  as  a 
multitude  of  options  may  be  difficult  for 
investors  to  track  and  some  of  the  filings 
may  be  directed  only  to  a  subset  of 
investors.  We  also  do  not  believe  the 
transition  to  IFRS  requires  amendments 
to  our  rules  relating  to  the  timing  of 
filings  with  the  Commission. 

An  issuer  that  is  eligible  to  file  IFRS 
financial  statements  with  the 
Commission  and  is  a  “first-time 
adopter”  of  IFRS  would  provide  the 
reconciliation  and  disclosure 
information  required  by  IFRS  1  “First- 
Time  Adoption  of  IFRS”  (“IFRS  1”). 

If  we  adopt  these  amendments,  we 
would  continue  to  require  that  issuers 
provide  three  years  of  audited  annual 
financial  statements.  Currently,  U.S. 
issuers  are  required  to  provide  in  their 
filings  with  the  Commission  three  years 
of  audited  financial  statements  prepared 
in  accordance  with  U.S.  GAAP.  Because 
these  proposals  relate  to  the  set  of 
accounting  principles  that  is  used  for 
preparing  financial  statements  and  not 
to  the  periods  for  which  financial 
statements  are  required,  we  propose  to 
continue  to  require  three  years  of 
audited  financial  statements  from  U.S. 
issuers  in  the  first  year  of  IFRS 
reporting.  We  are  not  inclined  to  allow 
U.S.  issuers  to  present  only  two  years  of 
IFRS  financial  statements,  although  we 
request  comment  below  on  a  potential 
option  for  when  a  company  would  file 
three  years  of  U.S.  GAAP  and  two  years 
of  IFRS  financial  statements. 

Under  the  proposal,  an  eligible  issuer 
that  elects  to  file  IFRS  financial 
statements  may  begin  to  file  financial 
statements  prepared  in  accordance  with' 
IFRB-as  issued  by  the  lASB  for  fiscal 
years  ending  on  or  after  December  15, 
2009.^^2  As  discussed  in  further  detail 
below  in  Section  V.D.3.,  we  also  are 
proposing  that  an  issuer  that  elects  to 
file  IFRS  financial  statements  with  the 
Commission  disclose  information 
related  to  its  decision  to  change  to  IFRS 
in  its  first  Form  10-K  that  contains  IFRS 
financial  statements. 

Request  for  Comment 

29.  Should  we  limit  the  first  filing 
available  to  an  annual  report  on  Form 
10-K,  as  proposed?  If  not,  why  not?  Is 
the  proposed  transition  date  of  fiscal 


A  company  filing  an  annual  report  for  the  year 
ended  December  31.  2009  would  have  to  present 
IFRS  financial  statements  for  its  fiscal  years  ended 
December  31,  2007,  2008  and  2009. 
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years  ending  on  or  after  December  15, 
2009  appropriate?  Should  it  be  earlier  or 
later,  and  why?  What  factors  should  be 
considered  in  setting  the  date? 

30.  Are  there  any  considerations  that 
may  make  it  difficult  for  an  eligible  U.S. 
issuer  to  file  IFRS  financial  statements? 
Are  there  considerations  about  filing 
IFRS  financial  statements  that  would 
weigh  differently  for  an  eligible  U.S. 
issuer  than  they  would  for  a  foreign 
private  issuer  that  files  IFRS  financial 
statements? 

31.  What  difficulties,  if  any,  do  U.S. 
issuers  anticipate  in  applying  the 
requirements  of  IFRS  1  on  first-time 
adoption  of  IFRS,  including  the  ' 
requirements  for  restatement  of  and 
reconciliation  from  previous  years’  U.S. 
GAAP  financial  statements? 

32.  What  would  affect  a  company’s 
willingness  to  use  IFRS  if  it  were 
eligible  to  do  so?  For  example,  some 
market  indices,  such  as  the  S&P  500, 
currently  only  include  issuers  that 
report  in  U.S.  GAAP.  Are  there  other 
investment  instruments  or  indices  that 
would  affect  companies  that  would  be 
eligible  to  use  IFRS  under  the  proposed 
criteria?  Would  the  ability  to  be 
included  in  the  S&P  500,  or  other 
instrument  or  index  affect  whether  an 
eligible  U.S.  issuer  decides  to  use  IFRS? 
Would  these  indices  be  prepared  to 
accept  IFRS,  and,  if  so,  how -long  would 
it  take  for  them  to  change  their  criteria? 
Would  more  issuers  be  likely  to  use 
IFRS  after  they  do?  Should  these 
considerations  influence  our  decision 
on  whether  or  when  to  permit  or  require 
U.S.  issuers  to  use  IFRS  in  their 
Commission  filings? 

33.  To  facilitate  the  transition  to  IFRS, 
should  we  add  an  instruction  to  Form 
10-K  and  Form  10-Q  under  which  an 
issuer  could  file  two  years,  rather  than 
three  years,  of  IFRS  financial  statements 
in  its  first  annual  report  containing  IFRS 
financial  statements  as  long  as  it  also 
filed  in  that  annual  report  three  years  of 
U.S.  GAAP  financial  statements?  Under 
such  an  approach,  an  issuer  could, 
during  its  third  year  after  beginning  its 
IFRS  accounting,  choose  to  file  a 
FormlO-K/A  with  IFRS  financial 
statements  covering  the  previous  two 
fiscal  years.1^3  por  the  current  (third) 
fiscal  year,  the  issuer  could  then  file 
quarterly  reports  on  Form  10-Q  using 


”®The  IFRS  financial  statements  covering  the 
two  prior  years  could  be  included  in  the  Form  10- 
K  if  the  issuer  were  prepared  to  do  so  as  of  the  due 
date.  In  that  case,  the  Form  10-K  would  also 
contain  three  years  of  U.S.  GAAP  financial 
statements.  Compliance  with  Exchange  Act  Rule 
13a— 14  [240.13a-14)  would  be  required  for  both  a 
Form  10-K  and  a  Form  10-K/A  that  contained  IFRS 
financial  statements. 


IFRS  financial  statements.’ For 
example,  a  calendar-year  issuer  that 
began  its  IFRS  accounting  for  the  2010 
fiscal  year  would  use  U.S.  GAAP  to 
prepare  its  Forms  10-Q  and  Forms  10- 
K  for  the  2010  and  2011  fiscal  years.  In 
2012,  that  issuer  would  have  the  option 
of  filing  a  Form  10— K  or  a  Form  10-K/ 

A  with  IFRS  financial  statements  for 
2010  and  2011,  which  would  allow  it  to 
use  IFRS  in  its  quarterly  reports  during 
2012,  or  continuing  to  use  U.S.  GAAP. 

In  either  case,  the  Form  10-K  covering 
the  2012  fiscal  year  would  include  three 
years  of  IFRS  financial  statements. 

D.  Alternative  Proposals  for  U.S.  GAAP 
Information 

The  Commission  is  proposing  two 
alternatives  with  respect  to  the 
disclosure  of  U.S.  GAAP  information  by 
U.S.  issuers  that  elect  to  use  IFRS 
financial  statements  in  their 
Commission  filings.  Under  the  first 
proposal,  U.S.  issuers  would  provide  a 
one-time  reconciliation  from  certain 
U.S.  GAAP  financial  statements  to  IFRS 
in  accordance  with  IFRS  1.  Under  the 
second  proposal,  U.S.  issuers  also 
would  provide  on  an  annual  basis  a 
reconciliation  from  IFRS  financial 
statements  to  U.S.  GAAP  covering  a 
three-year  period.  The  Commission  is 
soliciting  comment  on  these  alternative 
proposals  to  assist  it  with  assessing 
whether  a  one-time  reconciliation  in 
accordance  with  IFRS  is  sufficient  or 
whether  it  also  should  require  the  on¬ 
going  disclosure  of  supplemental  U.S. 
GAAP  financial  information  by  U.S. 
issuers  that  have  elected  to  file  IFRS 
financial  statements. 

1.  Proposal  A — Reconciled  Information 
Pursuant  to  IFRS  1 

Under  the  first  alternative.  Proposal 
A,  a  U.S.  issuer  that  elects  to  file  IFRS 
financial  statements  would  provide  the 
reconciling  information  from  U.S. 

GAAP  to  IFRS  called  for  under  IFRS  1 
in  a  footnote  to  its  audited  financial 
statements.  IFRS  1  provides  the 
requirements  for  transition  from  a  prior 
basis  of  reporting,  in  this  case  U.S. 
GAAP,  to  IFRS  as  issued  by  the  lASB. 
This  information  includes  the 
restatement  of  and  reconciliation  from 
prior  year’s  financial  statements  and  the 
related  disclosures.  This  information 
helps  investors  and  users  of  financial 
statements  to  understand  the  differences 
between  financial  statements  prepared 
in  accordance  with  the  prior  basis  of 
financial  reporting  and  IFRS  as  issued 
by  the  lASB. 


’’-•An  issuer  that  did  not  choose  to  file  two  years 
of  IFRS  financial  statements  would  file  its  quarterly 
reports  for  the  third  year  using  U.S.  GAAP. 


This  reconciliation  called  for  under 
IFRS  1  would  be  included  as  part  of  the 
issuer’s  audited  financial  statements  in 
its  first  annual  report  that  includes  IFRS 
financial  statements.  IFRS  1  requires 
that  entities  explain  how  the  transition 
from  previous  GAAP  to  IFRS  affects  its 
reported  financial  position,  financial 
performance  and  cash  flows.  To  comply 
with  this  requirement,  an  entity’s  first 
IFRS  financial  statements  must  include 
reconciliations  of  its  equity  reported  ■ 
under  previous  GAAP  to  its  equity 
under  IFRS  for  the  date  of  transition  to 
IFRS  and  the  end  of  the  latest  period 
presented  in  the  most  recent  annual 
financial  statements  prepared  under 
previous  GAAP,  and  of  its  profit  and 
loss,  and  cash  flows,  reported  under 
previous  GAAP  for  the  latest  period  in 
the  most  recent  annual  financial 
statements  to  its  profit  and  loss  under 
IFRS  for  the  same  period. Under 
Proposal  A,  U.S.  issuers  would  comply 
with  these  requirements  under  IFRS.  We 
are  not  proposing  additional 
requirements,  including  specific  form 
and  content  requirements  for  the 
reconciliations  presented  under  IFRS  1. 
This  reconciling  information  irom  U.S. 
GAAP  to  IFRS  as  of  the  dates  and  for  the 
annual  period  required  under  IFRS 
would  provide  investors  with 
information  relating  to  the  financial 
statement  effects  of  the  change  from 
U.S.  GAAP  to  IFRS  for  these  dates  and 
annual  period. 

Under  Proposal  A,  an  eligible  issuer 
that  elects  to  file  IP’RS  financial 
statements  may  begin  to  file  financial 
statements  prepared  in  accordance  with 
IFRS  for  fiscal  years  ending  on  or  after 
December  15,  2009.  As  an  example, 
under  this  alternative,  a  U.S.  issuer 
filing  an  annual  report  for  the  year 
ending  December  31,  2009  in 
accordance  with  IFRS  for  the  first  time 
would  include  a  reconciliation  of  its 
reported  equity  from  U.S.  GAAP  to  IFRS 
as  of  January  1,  2007  and  December  31, 
2008  and  a  reconciliation  for  the  year 
ending  December  31,  2008  of  its 
reported  total  comprehensive  income. 
After  the  initial  reconciliation,  the 
issuer  would  not  be  required  to  provide 
any  reconciliation  in  future  filings  with 
the  Commission.  However,  nothing 
would  prevent  a  U.S.  issuer  from 
voluntarily  disclosing  such  U.S.  GAAP 
information  to  the  market  that  it 
believes  may  be  useful  for  investors. 

2.  Proposal  B — Supplemental  U.S. 

GAAP  Information 

Under  the  second  alternative. 

Proposal  B,  U.S.  issuers  that  elect  to  file 
IFRS  financial  statements  would 


’’“See  IFRS  1,  paragraph  39. 
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provide  the  reconciling  information 
from  U.S.  GAAP  to  IFRS  required  under 
IFRS  1,  and  would  also  disclose  on  an 
annual  basis  certain  unaudited 
supplemental  U.S.  GAAP  financial 
information  covering  a  three-year 
period.  This  unaudited  supplemental 
financial  information  would  be  in  the 
form  of  a  reconciliation  from  IFRS  as 
issued  by  the  lASB  to  U.S.  GAAP.  For 
each  period  covered,  the  reconciliation 
would  be  substantially  similar  to  that 
required  under  IFRS  1,  except  that  it 
would  reconcile  from  IFRS  financial 
statements  to  U.S.  GAAP  and  it  would 
reconcile  the  financial  statements 
indicated  below.  Under  Proposal  B,  the 
reconciliation  would  relate  to  all  annual 
periods  covered  by  IFRS  audited 
financial  statements,  usually  the  most 
recent  three  fiscal  years.  This  unaudited 
information  would  be  disclosed  on  an 
annual  basis  in  the  issuer’s  annual 
report  on  Form  10-K. 

The  supplemental  U.S.  GAAP 
information  provided  under  Proposal  B 
would  incrementally  increase 
comparability  in  the  following  ways.  In 
the  annual  report  covering  the  year  in 
which  a  U.S.  issuer  elected  to  report  in 
accordance  with  IFRS,  Proposal  B 
would  require  U.S.  GAAP,  information 
concerning  the  three  most  recently 
completed  fiscal  years.  It  also  would 
require  U.S.  GAAP  information  in 
annual  reports  for  periods  after  that  in 
which  an  issuer  elected  to  report  in 
accordance  with  IFRS.  In  addition  to 
improved  comparability,  the  additional 
periods  of  U.S.  GAAP  information 
would  incrementally  aid  investors  in 
understanding  the  differences  between 
IFRS  and  U.S.  GAAP,  including  trends. 
Proposal  B  also  increases  the  likelihood 
that  U.S.  issuers  would  maintain  U.S. 
GAAP  controls,  procedures,  and  books 
and  records,  for  periods  after  the 
election  to  report  in  IFRS. 

Consequently,  were  the  Commission  to 
determine  not  to  continue  to  permit  or 
require  U.S.  issuers  to  use  IFRS,  those 
issuers  who  had  elected  to  report  under 
IFRS  could  more  easily  return  to 
reporting  in  accordance  with  U.S. 

GAAP.  In  addition,  even  if  the 
Commission  did  not  require  issuers  to 
revert  to  U.S.  GAAP,  some  issuers  may 
find  it  appropriate  to  do  so. 

To  implement  Proposal  B,  we  would 
amend  Item  101  “Business”  of 
Regulation  S-K  by  adding  a  paragraph 
(j).  Under  proposed  Item  lOl(j),  an 
issuer  that  uses  IFRS  as  issued  by  the 
lASB  as  its  basis  of  financial  reporting 
would  provide  reconciliations  from  its 
IFRS  financial  statements  to  U.S.  GAAP 
for  each  of  the  three  fiscal  years  covered 
by  the  audited  IFRS  financial  statements 
included  elsewhere  in  the  Form  10-K. 


The  reconciliations  would  cover  all  of 
the  financial  statements  required  to  be 
presented  under  IFRS:  The  balance 
sheets,  statements  of  income  (loss), 
statements  of  cash  flow,  statements  of 
changes  in  shareholders’  equity,  and 
statements  of  comprehensive  income. 
Quarterly  reports  on  Form  10— Q  would 
not  be  required  to  provide  disclosure 
pursuant  to  Item  101  (j). 

Under  proposed  Item  101{j),  the 
reconciliations  would  be  presented  in  a 
form  and  level  of  information  in 
sufficient  detail  to  explain  all  material 
adjustments  to  the  relevant  financial 
statements. We  are  not  proposing 
specific  form  and  content  requirements 
for  the  reconciliations  presented  under 
Item  lOl(j).  While  issuers  could  elect  to 
reconcile  the  statements  of 
comprehensive  income  and 
shareholders’  equity  from  IFRS  to  U.S. 
GAAP,  they  may  find  it  easier  to  prepare 
these  statements  using  U.S.  GAAP 
amounts. 

Under  this  alternative,  the 
information  disclosed  pursuant  to 
proposed  Item  lOl(j)  would  be 
contained  under  an  appropriate  caption 
in  the  body  of  the  annual  report  on 
Form  10-K.  As  such,  consistent  with 
other  non-financial  statement 
information,  it  would  be  considered 
“filed”  for  purposes  of  Section  18  of  the 
Exchange  Act,^^^  would  be  subject  to 
the  certifications  by  the  principal 
executive  and  financial  officers 
pursuant  to  Sections  302  and  906  of  the 
Sarbanes-Oxley  Act  of  2002,^^8  and 
would  be  subject  to  the  disclosures  and 
certifications  relating  to  disclosure 

controls  and  procedures. ^^8 

The  preparation  of  the  supplemental 
U.S.  GAAP  information,  the  underlying 
books  and  records  on  which  that 
information  is  based  and  the  internal 
accounting  controls  and  procedures 
used  to  prepare  such  information  would 
not  be  subject  either  to  management’s 
assessment  of,  or  to  the  independent 
auditor’s  report  relating  to,  internal 
controls  and  procedures  over  financial 
reporting  pursuant  to  Section  404  of  the 
Sarbanes-Oxley  Act. ^ 20  addition,  the 
supplemental  U.S.  GAAP  information 
would  not  be  required  to  be  audited  or 
reviewed  by  the  issuer’s  independent 
auditors. 

If  we  subsequently  adopt  rules  to 
mandate  the  use  of  IFRS  or 
subsequently  determine  not  to  mandate 
the  use  of  IFRS  and  require  “early  use” 


”®Itein  101  (j)  is  based  on  paragraph  40  of  IFRS 

1. 

”7  15  U.S.C.  78r. 

”«15  U.S.C.  7241  and  18  U.S.C.  1349. 

Exchange  Act  Rules  13a-15  and  15d-15  (17 
CFR  240.13a-15  and  240.15d-15l. 

”»15  U.S.C.  7262. 


issuers  to  revert  back  to  U.S.  GAAP,  we 
anticipate  eliminating  any  requirement 
to  disclose  supplemental  U.S.  GAAP 
financial  information. 

Under  Proposal  B,  an  eligible  issuer 
that  elects  to  file  IFRS  financial 
statements  may  begin  to  file  financial 
statements  prepared  in  accordance  with 
IFRS  for  fiscal  years  ending  on  or  after 
December  15,  2009.  As  an  example, 
under  this  alternative,  a  U.S.  issuer 
filing  an  annual  report  for  the  year 
ending  December  31,  2009  in 
accordance  with  IFRS  for  the  first  time 
would  include,  in  addition  to  the  one¬ 
time  reconciliation  required  under  IFRS 
1  (as  described  under  Proposal  A),  the 
reconciliation  from  IFRS  to  U.S.  GAAP 
as  of  December  31,  2008  and  2009  for 
balance  sheet  information  and  for  the 
three  years  ending  December  31,  2009 
for  the  statements  of  income  (loss)  and 
other  annual  period  financial 
statements.  Thereafter,  in  each  annual 
report  on  Form  10-K,  the  issuer  would 
provide  the  IFRS  to  U.S.  GAAP 
reconciliation  covering  the  same  three- 
year  period  as  the  audited  financial 
statements  included  in  the  Form  10-K. 

3.  Discussion  of  Proposals  A  and  B 

We  believe  that  U.S.  GAAP  financial 
information,  whether  presented  under 
either  Proposal,  would  be  useful  to 
investors  in  order  to  facilitate  their 
understanding  of  and  education  with 
respect  to  IFRS  during  the  early  stages 
of  the  transition  of  U.S.  issuers  to  IFRS. 
This  reconciliation,  under  either 
Proposal,  would  assist  investors  in  their 
understanding  and  appreciation  of  the 
differences  between  U.S.  GAAP  and 
IFRS  as  issued  by  the  lASB  as  such 
differences  relate  to  the  issuer  providing 
the  disclosure.  The  Proposal  B 
requirement  to  provide  a  U.S.  GAAP 
reconciliation  on  an  annual  and  on¬ 
going  basis  would  provide  U.S.  GAAP 
information  for  additional  and  future 
periods  beyond,  the  one-time 
requirement  under  IFRS  1.  Under 
Proposal  B,  issuers  would  need  to  have 
in  place  sufficient  records  and  controls 
to  prepare  this  U.S  GAAP  information. 

In  addition,  U.S.  GAAP  financial 
information,  whether  presented  under 
either  Proposal,  would  facilitate  the 
ability  of  investors  to  make  comparisons 
among  U.S.  issuers  that  prepare  U.S. 
GAAP  financial  statements  and  those 
that  have  elected  the  early  use  of  IFRS. 
As  proposed,  only  a  limited  number  of 
U.S;  issuers  would  be  eligible  to  elect 
the  early  use  of  IFRS.  While  we  believe 
the  early  use  of  IFRS  by  these  eligible 
issuers  may  promote  their  comparability 
to  non-U.S.  issuers  in  certain  industries, 
investors  may  also  find  it  useful  to  make 
comparisons  with  other  U.S.  issuers,  the 
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majority  of  which  would  continue  to 
prepare  U.S.  GAAP  financial  statements. 
The  Proposal  B  requirement  to  provide 
a  U.S.  GAAP  reconciliation  on  an 
annual  and  on-going  basis  could 
promote  comparability  with  U.S.  issuers 
that  continue  to  use  U.S.  GAAP. 

Were  the  Gommission  to  determine 
not  to  continue  to  permit  or  require 
additional  U.S.  issuers  to  use  IFRS,  the 
Commission  would  determine  whether 
to  require  U.S.  issuers  that  had  elected 
the  early  use  of  IFRS  to  revert  back  to 
U.S.  GAAP.  In  addition,  those  issuers 
may  find  it  appropriate  to  revert  back  to 
U.S.  GAAP  even  if  not  required  to  do  so. 
Thus,  it  would  appear  important  that 
U.S.  issuers  electing  to  file  IFRS 
financial  statements  maintain  sufficient 
information,  records  and  controls  in 
place  to  be  able  to  revert  back  to  U.S. 
GAAP.  The  Proposal  A  requirement  to 
provide  only  the  reconciliation  under 
IFRS  1  would  not  appear  to  promote  the 
ability  of  U.S.  issuers  to  revert  back  to 
U.S.  GAAP,  since  U.S.  GAAP 
information  would  not  have  been 
required  to  be  accumulated  or  disclosed 
beyond  the  last  year  that  the  issuer 
previously  reported  under  U.S.  GAAP. 
The  Proposal  B  requirement  to  provide 
a  U.S.  GAAP  reconciliation  on  an 
annual  and  on-going  basis  may  promote 
the  ability  of  U.S.  issuers  to  revert  back 
to  U.S.  GAAP. 

Request  for  Comment 

34.  What  are  commenters’  views  on 
Proposals  A  and  B  relating  to  U.S. 

GAAP  reconciling  information?  Which 
Proposal  would  be  most  useful  for 
investors?  Is  there  a  need  for  the 
supplemental  information  provided  by 
Proposal  B?  Would  the  requirement 
under  Proposal  B  have  an  effect  on 
whether  eligible  U.S.  companies  elect  to 
file  IFRS  financial  statements?  To  what 
extent  might  market  discipline  (j.e.  , 
investor  demand  for  reconciliation 
information)  encourage  early  adopters  to 
reconcile  to  U.S.  GAAP  even  in  the 
absence  of  a  reconciliation  requirement? 

35.  What  role  does  keeping  a  set  of 
books  in  accordance  with  U.S.  GAAP 
play  in  the  transition  of  U.S.  issuers  to 
IFRS?  What  impact  will  keeping  U.S. 
GAAP  books  have  on  U.S.  investors, 

U.S.  issuers,  and  market  participants? 

36.  How  valuable  is  reconciliation  to 
U.S.  investors,  U.S.  issuers,  and  market 
participants?  How  valuable  is 
reconciliation  to  global  market 
participants?  Are  there  some  financial 
statements  (such  as  the  statement  of 
comprehensive  income)  which  should 
not  be  required  to  be  reconciled  to  U.S. 
GAAP? 

37.  Under  either  Proposal,  would 
investors  find  the  U.S.  GAAP 


information  helpful  in  their  education 
about  IFRS  or  in  being  able  to  continue 
to  make  financial  statement 
comparisons  with  U.S.  (and  non-U.S.) 
issuers  that  continue  to  prepare  U.S. 
GAAP  financial  statements?  Would  one 
alternative  be  more  helpful  to  U.S. 
investors,  regulators,  or  others  in 
understanding  information  prepared 
under  IFRS  or  to  continue  to  make 
comparisons  with  issuers  who  prepare 
U.S.  GAAP  financial  statements? 

38.  Should  we  be  concerned  about  the 
ability  of  U.S.  issuers  that  elect  the  early 
use  of  IFRS  to  revert  to  U.S.  GAAP? 
Would  either  Proposal  be  preferred  to 
facilitate  such  a  reversion,  should  that 
be  appropriate  or  required  as  described 
above? 

39.  Under  Proposal  B,  should  the 
proposed  U.S.  GAAP  financial 
information  be  audited?  Is  the  proposed 
role  of  the  auditor  appropriate?  Should 
the  proposed  U.S.  GAAP  financial 
information  be  filed  as  an  exhibit  to  the 
Form  10-K  annual  report,  instead  of  as 
part  of  the  body  of  the  report?  Is  the 
proposed  treatment  of  the  information 
appropriate?  For  example,  should  the 
information  be  deemed  “furnished”  and 
not  “filed”  for  purposes  of  Section  18  of 
the  Exchange  Act?  Should  we  require 
that  the  supplemental  U.S.  GAAP 
information  be  contained  in  the  annual 
report  that  is  prepared  pursuant  to 
Exchange  Act  Rule  14a-3(b)?  Should 
the  supplemental  U.S.  GAAP 
information  appear  as  a  note  to  the 
financial  statements?  Is  the  proposed 
role  of  the  auditor  appropriate? 

40.  Under  either  Proposal,  should  we 
provide  more  guidance  as  to  the  form 
and  content  of  the  information  called 
for?  Under  either  Proposal,  should  we 
require  that  additional  information  be 
provided,  such  as  a  “full  reconciliation” 
as  is  required  under  Item  18  of  Form 
20-F?^22  Is  there  an  intermediate 
position  between  the  reconciliation 
under  Proposal  B  and  the  reconciliation 
under  Item  18  of  Form  20-F? 

41.  Under  either  Proposal,  should  we 
require  that  the  issuer’s  “Management’s 
Discussion  and  Analysis  of  Financial 
Gondition  and  Results  of  Operations” 
prepared  under  Item  303  of  Regulation 
S-K  contain  a  discussion  of  the 
reconciliation  and  the  differences 
between  IFRS  as  issued  by  the  lASB  and 
U.S.  GAAP?  123 


'2’17CFR240.14a-3(b). 

Item  18  of  Form  20-F  require.s  that  a  foreign 
private  issuer  provide  as  part  of  the  U.S.  GAAP 
reconciliation  ‘'all  other  information  required  by 
U.S.  generally  accepted  accounting  principles  and 
Regulation  S-X.” 

'22  Foreign  private  issuers  that  provide  a  U.S. 
GAAP  reconciliation  are  required  to  provide  such 
disclosure.  See  Instruction  2  to  Item  5  of  Form  20- 
F. 


42.  Should  we  require  supplemental 
U.S.  GAAP  information,  such  as  that  in 
Proposal  B,  for  all  quarterly  periods 
covered  by  IFRS  financial  statements? 

43.  Should  the  option  to  report  under 
IFRS,  whether  under  Proposal  A  or 
Proposal  B,  automatically  terminate  as 
of  a  date  certain?  If  so,  should  that  date 
be  a  set  period  of  time?  For  example, 
should  it  be  three  years  following  the 
effective  date  of  an  adopting  release? 
Should  it  be  a  longer  or  shorter  time 
period?  Should  it  be  measured  from 
another  date  [e.g.,  the  first  permissible 
compliance  date  or  the  date  of  the  first 
letter  of  no  objection  issued)?  What 
considerations  should  be  part  of  our 
decision  as  to  the  date  or  duration? 

44.  Under  Proposal  B,  does  providing 

U. S.  GAAP  information  require  issuers 
electing  to  file  IFRS  financial  statements 
to  maintain  sufficient  information, 
records  and  controls  in  order  to  revert 
back  to  U.S.  GAAP?  If  not,  what 
additional  information,  records  or 
controls  must  be  maintained? 

45.  Under  Proposal  A,  what 
additional  information,  records  or 
controls  would  be  necessary  for  U.S. 
issuers  electing  to  file  IFRS  financial 
statements  to  maintain  so  that  they 
could  revert  back  to  U.S.  GAAP? 

V.  Discussion  of  Proposed  Amendments 

Because  we  have  not  previously 
permitted  U.S.  issuers  to  use  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  in  their 
Securities  Act  and  Exchange  Act  filings, 
our  disclosure  requirements  and  forms 
have  not  been  specifically  adapted  for 
IFRS.  This  section  discusses  the 
proposed  amendments  to  our  rules  and 
forms  designed  to  permit  the  limited 
early  use  of  IFRS  as  issued  by  the  lASB 
as  described  in  Section  IV.  The 
amendments  also  are  designed  to 
provide  further  instruction  as  to  how 
any  issuer  that  prepares  its  financial 
statements  in  accordance  with  IFRS  as 
issued  by  the  lASB  for  filings  with  the 
Gommission,  whether  a  U.S.  issuer  or  a 
foreign  private  issuer  that  elects  to  file 
IFRS  financial  statements,  should 

respond  to  disclosure  requirements.^ 24 

A.  The  Use  of  IFRS  Financial 
Statements  in  Commission  Filings  by 
Eligible  Issuers 

1.  Proposed  Amendments  to  Rule  4-01 
of  Regulation  S-X 

Regulation  S-X  contains,  among  other 
things,  the  form  and  content 
requirements  for  financial  statements 


*2’  As  discussed  below  in  Section  V.B.,  inclusion 
of  foreign  private  issuers  in  Article  13  will  not 
change  the  content  of  their  financial  statements 
filed  under  Form  20-F. 


included  in  Securities  Act  registration 
statements,  registration  statements 
under  Section  12  of  the  Exchange  Act, 
annual  and  other  reports  under  Sections 
13  and  15(d)  of  the  Exchange  Act,  and 
proxy  and  information  statements  under 
Section  14  of  the  Exchange  Act.  Article 
4  of  Regulation  S-X  sets  out  the  rules  of 
general  application  for  those  financial 
statements,  and  Rule  4-01  of  Article  4 
describes  the  form,  order  and 
terminology  to  be  used  for  financial 
statements  included  in  filings  under  the 
Securities  Act  and  the  Exchange  Act. 

Under  current  Regulation  S— X,  the 
financial  statements  contained  in  the 
filings  of  any  domestic  issuer  must  be 
prepared  in  accordance  with  U.S. 

GAAP,  unless  the  Commission  has 
otherwise  provided. Although  the 
Commission  has  made  such  provisions 
for  foreign  private  issuers,  which  may 
prepare  their  financial  statements  in 
accordance  with  a  comprehensive  set  of 
accounting  principles  other  than  U.S. 
GAAP  with  a  reconciliation  to  U.S. 
GAAP  or  in  accordance  with  IFRS  as 
issued  by  the  lASB  without  a 
reconciliation  to  U.S.  GAAP,^^®  issuers 
that  are  not  foreign  private  issuers  are 
permitted  to  use  only  U.S.  GAAP. 

To  accommodate  the  limited  early  use 
of  IFRS  proposed  in  this  release,  we  are 
proposing  to  add  a  new  paragraph  (a)(3) 
to  Rule  4-01  of  Regulation  S-X  so  that 
a  new  category  of  issuers  (e.g.,  those 
meeting  the  proposed  definition  of 
“IFRS  issuer”  discussed  further  below) 
may  prepare  their  financial  statements 
in  accordance  with  IFRS  as  issued  by 
the  lASB.  Under  the  proposed  Rule  4- 
01(a)(3),  financial  statements  prepared 
in  accordance  with  IFRS  as  issued  by 
the  lASB  would  be  subject  to  the 
proposed  new  Article  13,  as  described 
in  Section  V.B.,  below.  Neither 
proposed  Rule  4-01  (a)(3)  nor  the 
proposed  definition  of  “IFRS  issuer” 
would  affect  the  use  of  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  by  foreign 
private  issuers. 

2.  Proposed  Definition  of  “IFRS  Issuer” 

We  are  proposing  to  include  a 
definition  of  “IFRS  Issuer”  in  the 
definitions  section  of  Regulation  S-X  as 
new  Rule  l-02(cc).  The  term  “IFRS 
issuer”  would  be  defined  as  any  issuer, 
other  than  a  foreign  private  issuer  that 
files  financial  statements  pursuant  to 
Item  17  or  Item  18  of  Form  20-F,  that 
prepares  its  financial  statements  in 
accordance  with  IFRS  as  issued  by  the 
lASB  and  meets  the  eligibility  criteria 
discussed  in  Section  IV.A.  We  also 

125  See  Rule  4-01(a)(l)  of  Regulation  S-X. 

126  See  Rule  4-01  (a)(2)  of  Regulation  S-X. 


propose  to  add  a  definition  of  “IFRS 
issuer”  to  the  general  definitions  section 
of  Rule  403  of  Regulation  C  under  the 
Securities  Act  and  Rule  12b-2  of 
Regulation  12B  under  the  Exchange  Act. 
These  proposed  definitions  would  refer 
to  the  dfefinition  contained  in  proposed 
Rule  l-02(cc)  of  Regulation  S-X.  We 
propose  defining  “IFRS  issuer”  in  the 
same  way  under  Regulation  S-X,  the 
Securities  Act  and  the  Exchange  Act  in 
order  to  indicate  clearly  that  the  term  is 
to  have  the  same  meaning  in  the 
application  of  all  applicable  rules, 
regulations  and  forms  under  the 
Securities  Act  and  the  Exchange  Act. 

Request  for  Comment 

46.  Are  the  criteria  for  issuers  eligible 
to  file  financial  statements  in 
accordance  with  IFRS  as  issued  by  the 
lASB  clear  from  the  proposed  definition 
of  “IFRS  issuer?”  If  not,  in  what  way  is 
the  definition  unclear,  and  what 
revisions  would  be  necessary  to 
eliminate  any  lack  of  clarity? 

47.  Is  there  any  ambiguity  in  the 
proposed  amendments  regarding  the 
reasons  for  the  distinction  between 
“IFRS  issuer”  and  foreign  private  issuer, 
and  the  application  of  the  rules  to  each? 
If  so,  what  is  the  nature  of  the  ambiguity 
and  what  would  be  necessary  to. provide 
clarity? 

48.  Is  the  application  of  Regulation  S- 
X  and  Regulation  S-K  to  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  clear  from 
the  proposed  amendments,  or  are  there 
other  items  within  those  regulations  that 
should  be  specifically  amended  to 
permit  the  filing  of  financial  statements 
prepared  in  accordance  with  IFRS  as 
issued  by  the  lASB?  If  so,  how  would 
the  application  of  Regulation  S-X  and 
Regulation  S-K  be  unclear  if  there  were 
no  changes  to  those  other  than  those 
proposed?  What  changes  would  be 
suggested  in  order  to  make  them  clear? 

B.  Application 

1.  Article  13  of  Regulation  S-X 

We  are  proposing  a  new  Article  13  to 
Regulation  S-X  which  relates  to  the  use 
of  IFRS  and  sets  out  requirements  as  to 
the  application  of  Regulation  S-X  and 
related  rules  and  forms  for  any  issuer, 
be  it  an  eligible  U.S.  issuer  or  a  foreign 
private  issuer,  that  prepares  financial 
statements  in  accordance  with  IFRS  as 
issued  by  the  lASB  for  filings  with  the 
Gommission.  We  believe  aggregating 
provisions  relating  to  the  use  of  IFRS  as 
issued  by  the  lASB  into  a  single  new 
article  provides  for  the  greatest 
simplicity  and  ease  of  use  at  this  time. 

Proposed  Rule  13-01  relates  to  the 
application  of  proposed  Article  13  with 


regard  to  both  financial  statements  and 
issuers.  Under  proposed  Rule  13-01  (a). 
Article  13  applies  to  financial 
statements  that  are  prepared  in 
accordance  with  IFRS  as  issued  by  the 
lASB  filed  by  an  IFRS  issuer,  by  a 
foreign  private  issuer  pursuant  to  Form 
20-F,  or  by  an  issuer  with  regard  to  non¬ 
issuer  financial  statements  pursuant  to 
Rule  3-05,  3-09  or  3-14  of  Regulation  , 
S-X,  as  discussed  further  in  Section 
V.E.l.  below.  We  do  not  include  foreign 
private  issuers  under  the  definition  of 
IFRS  issuer,  and  consequently  list 
foreign  private  issuers  and  IFRS  issuers 
separately  in  proposed  Rule  13-01(a), 
because  financial  statement  and  other 
disclosure  requirements  for  foreign 
private  issuers  are  contained  separately 
in  Form  20-F.  Because  Form  20-F  refers 
a  foreign  private  issuer  back  to 
Regulation  S-X,  we  believe  providing 
for  the  application  of  Article  13  in  this 
manner  will  provide  that  our  rules 
relating  to  the  use  of  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  will  apply 
equally  to  both  domestic  issuers  and 
foreign  private  issuers,  while 
recognizing  that  foreign  private  issuers 
are  subject  to  a  separate  disclosure  and 
reporting  regime  under  Form  20— F. 

Proposed  Rule  13-01(b)  brings 
together  three  basic  requirements  for 
IFRS  financial  statements.  First,  such 
financial  statements  must  contain  an 
appropriate  captioned  note  in  which  the 
issuer  unreservedly  and  explicitly  states 
compliance  with  IFRS  as  issued  by  the 
lASB.  Second,  the  applicable 
accountant’s  report  must  include  an 
opinion  on  whether  the  financial 
statements  comply  with  IFRS  as  issued 
by  the  lASB.  Finally,  financial 
statements  which  are  not  prepared  in 
accordance  with  IFRS  as  issued  by  the 
lASB  will  be  presumed  to  be  misleading 
or  inaccurate,  despite  footnote  or  other 
disclosures,  unless  the  Commission  has 
otherwise  provided.  The  first  two 
requirements  currently  exist  for  foreign 
private  issuers  that  use  IFRS  as  issued 
by  the  lASB,  but  exist  outside  of 
Regulation  S-X.  The  third  clarifies  the 
application  of  Rule  4-01(a)  for  IFRS 
financial  statements. 

The  purpose  of  these  requirements  is 
so  that  issuers  that  file  IFRS  financial* 
statements  with  the  Commission  do  not 
deviate  from  IFRS  as  issued  by  the 
lASB.  Deviations  would  not  foster  the 
development  and  use  of  a  single  set  of 
high-quality  global  accounting 
standards  and  would  undercut  an 
objective  of  the  proposed  option,  which 
as  stated  previously  is  intended  to 
enhance  comparability  in  an  industry 
where  IFRS  is  used  more  often  than  any 
other  set  of  accounting  standards.  As  we 
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stated  in  the  adopting  release  accepting 
IFRS  financial  statements  by  foreign 
private  issuers  without  reconciliation  to 
U.S.  GAAP,  we  believe  that  the  benefits 
of  moving  towards  a  single  set  of 
globally  accepted  standards  as  a  long¬ 
term  objective,  including  increased 
transparency  and  comparability  of 
financial  statements,  are  attainable  only 
if  IFRS  represents  a  single  set  of  high- 
quality  accounting  standards  and  not  a 
multiplicity  of  divergent  standards 
using  the  same  name.  However,  we 
would  retain  the  ability  to  take  such 
action  as  may  be  appropriate  to  address 
financial  reporting  issues  in  filings  with 
the  Commission. 

Proposed  Rule  13-02  describes  how 
the  other  articles  contained  in 
Regulation  S-X  would  apply  to  IFRS 
financial  statements.  Regulation  S-X 
has  various  provisions  that  specify  the  . 
financial  presentation,  disclosure 
content,  and  in  some  cases,  recognition 
and  measurement  of  amounts,  to  be 
provided  within  an  issuer’s  financial 
statements.  Under  the  proposed  rules, 
an  eligible  IFRS  issuer  would  apply 
IFRS  as  issued  by  the  lASB  in  its 
entirety,  and  ordinarily  would  not  be 
required  to  comply  with  provisions  of 
Regulation  S-X  that  specify  financial 
presentation,  disclosure  content,  or 
recognition  and  measurement  of 
amounts  within  the  issuer’s  financial 
statements.  However,  as  described  more 
fully  in  Section  V.D.4.,  in  many 
instances  an  eligible  IFRS  issuer  may  be 
permitted  to  follow  these  types  of 
provisions  as  acceptable  accounting 
policy  choices  under  IAS  8.  Also,  in 
many  instances  disclosures  of  the  types 
specified  by  Regulation  S-X  may  be 
necessary  in  IFRS  financial  statements 
to  fully  comply  with  the  general 
requirement  for  fair  presentation  of  IFRS 
financial  statements  under  IAS  1 
“Presentation  of  Financial  Statements.” 

Regulation  S-X  also  has  various 
provisions  that  specify  the  age,  dates 
and  periods  to  be  covered  by  financial 
statements  of  the  issuer  in  Commission 
filings  under  various  circumstances,  the 
qualifications  of  auditors  and  the 
content  of  audit  reports,  and 
circumstances  in  which  financial 
statements  of  entities  other  than  the 
issuer  are  required  in  the  issuer’s  filings. 
These  provisions  are  relevant 
irrespective  of  any  particular  system  of 
accounting  principles  and  would 
continue  to  apply  to  IFRS  issuers. 

A  walkthrough  of  how  proposed  Rule 
13-02  would  specify  this  application 
follows.  In  those  instances  where  an  ' 
eligible  IFRS  issuer  is  not  required  to 
comply  with  the  particular  provision  of 
Regulation  S-X,  but  may  be  permitted  to 
do  so  as  an  acceptable  accounting  policy 


choice  under  IAS  8,  the  provision  is 
described  as  “need  not  apply”.^?^  If  the 
particular  provision  of  Regulation  S-X 
is  by  its  nature  not  applicable  to  IFRS 
financial  statements,  or  would  be  in 
conflict  with  IFRS  as  issued  by  the 
lASB,  the  provision  is  described  fis 
“shall  not  apply”.  Otherwise,  the 
provisions  of  Regulation  S-X  would 
apply. 

Article  1  “Application  of  Regulation 
S-X”  describes  the  application  of 
Regulation  S-X  in  setting  forth  the  form 
and  content  requirements  for  financial 
statements  filed  as  part  of  Commission 
filings,  and  includes  definitions  of  terms 
used  throughout  Regulation  S-X.  Except 
as  noted  below  regarding  Rule  4-10, 
Article  1  would  apply. 

Article  2  “Qualifications  and  Reports 
of  Accountants”  describes  the 
qualifications  and  reports  of 
accountants  and  includes  certain 
requirements  related  thereto.  Article  2 
would  apply. 

Article  3  “General  Instructions  as  to 
Financial  Statements”,  which 
principally  addresses  the  age,  dates  and 
periods  to  be  covered  by  financial 
statements  of  the  issuer  and  the 
circumstances  in  which  financial 
statements  of  entities  other  than  the 
issuer  are  required  in  the  issuer’s  filings, 
would  apply.  However,  some  of  the 
individual  rules  contained  in  Article  3 
specify  certain  disclosure  content 
within  an  issuer’s  financial  statements, 
and  need  not,  or  would  not,  apply  to 
IFRS  financial  statements.  Specifically, 
Rule  3-03  “Instructions  to  income 
statement  requirements,”  and  Rule  3-04 
“Changes  in  other  stockholders’  equity,” 
need  not  apply  to  IFRS  financial 
statements  because  the  areas  to  which 
they  relate  are  provided  for  in  IFRS  as 
issued  by  the  lASB.  Rule  3-1 5(a)(1) 
“Special  provisions  as  to  real  estate 
investment  trusts,”  would  not  apply 
because  its  requirements  with  respect  to 
income  statement  presentation  are 
incompatible  with  IFRS  as  issued  hy  the 
IASB.^28  Rules  3-1 5(b)  and  (c)  need  not 
apply  to  IFRS  financial  statements  but 
the  disclosures  specified  therein  may  be 
necessary  for  a  fair  presentation  under 
IAS  1.  Rule  3-20  “Currency  for  financial 
statements  of  foreign  private  issuers”  by 
its  terms  applies  only  to  foreign  private 
issuers. 

Article  3A  “Consolidated  and 
Combined  Financial  Statements”  need 


However,  such  a  provision  could  not  be  used 
to  the  extent  it  would  create  a  conflict  with  IFRS. 
For  example,  certain  provisions  of  Rule  4-10(c) 
“Full  Cost  Method”  may  conflict  with  certain 
requirements  of  particular  IFRS  standards  or  the 
IFRS  Framework. 

’2®  See  IAS  1  “Presentation  of  Financial 
Statements.” 


not  apply,  because  the  areas  to  which 
those  rules  relate  are  provided  for  in 
IFRS  as  issued  by  the  LASB. ^29 
Article  4  “Rules  of  General 
Application”  would  apply,  except  for 
Rules  4—07,  4-08,  and  certain 
paragraphs  of  Rule  4-10.  Rule  4-07 
“Discount  on  shares”  and  Rule  4-08 
“General  notes  to  financial  statements,” 
need  not  apply  to  IFRS  financial 
statements,  because  the  areas  to  which 
those  rules  relate  are  provided  for  in 
IFRS  as  issued  by  the  lASB.^^o 
Rule  4-10,  “Financial  Accounting  and 
Reporting  for  Oil  and  Gas  Producing 
Activities  Pursuant  to  the  Federal 
Securities  Laws  and  the  Energy  Policy 
and  Conservation  Act  of  1975” 
references  energy-related  statutes  and 
contains  references  to  specific 
pronouncements  under  U.S.  GAAP.^^^ 
With  respect  to  Commission  filings. 

Rule  4-10  would  apply,  except  as  noted 
below.132  Specifically,  Rule  4-10(a) 
would  apply  to  IFRS  financial 
statements  because  the  definitions  it 
contains  are  used  in  the  disclosure 
requirements  under  Industry  Guide  2 
and  FAS  69,  with  which  an  issuer  using 
IFRS  would  continue  to  comply. ’^3  Rule 
4-10(b)  “Successful  Efforts  Method,” 
which  specifies  compliance  with  FAS 
19  “Financial  Accounting  and  Reporting 
by  Oil  and  Gas  Producing  Companies,” 
need  not  be  applied  to  IFRS  financial 
statements.  Although  FAS  19  may  be 
applied  in  IFRS  financial  statements  in 
the  absence  of  specific  guidance  on  oil 
and  gas  accounting  under  IFRS,  IFRS 
does  not  require  the  application  of  FAS 
19.^34  Rule  4-10(c)  “Full  Cost  Method” 
need  not  apply  to  IFRS  financial 
statements.  Rule  4-lG(d)  “Income 
Taxes”  need  not  apply  to  IFRS  financial 
statements  because  the  areas  to  which 
they  relate  are  provided  for  in  IFRS  as 
issued  by  the.IASB.^35 

With  respect  to  Article  5  “Commercial 
and  Industrial  Companies,”  Article  7 


’2®  See  IAS  27  "Consolidated  cmd  Separate 
Financial  Statements”  and  SIC  12  “Consolidation — 
Special  Purpose  Entities.” 

Financial  statement  footnote  disclosure 
requirements  on  particular  topical  areas  are  found 
throughout  the  standards  and  interpretations  of 
IFRS. 

The  Commission  has  recently  issued  a 
proposing  release  relating  to  oil  and  gas  disclosure 
requirements  contained  in  Regulation  S-X  and 
Regulation  S-K.  See  Release  No.  33-8935  (73  FR 
39526  (July  9,  2008)).  ‘ 

132  YYg  propose  to  clarify  in  Rule  l-Ol(c)  of 
Regulation  S-X  that  the  proposed  application  of 
Rule  4-10  in  Rule  13-02  would  apply  only  to 
Commission  filings. 

See  Section  V.G.2.  below. 

’®'*For  discussion  relating  to  IAS  8  “Accounting 
Policies,  Changes  in  Accounting  Estimates  and 
Errors”  and  the  use  of  guidance  to  areas  for  which 
specific  IFRS  do  not  exist,  see  Section  III.B.4., 
above,  and  Section  V.C.4.,  below. 

'®®1AS  12  “Income  Taxes.” 
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“Insurance  Companies,”  and  Article  9 
“Bank  Holding  Companies,”  which 
prescribe  specific  financial  statement 
captions  and  certain  footnote 
disclosures  for  issuers  in  their 
respective  industries,  these  articles  need 
not  apply  to  IFRS  financial  statements. 
However,  the  schedules  under  Rules  5- 
04,  7-05,  and  9-06,  which  specify 
supplemental  parent  company-only 
information  or  separate  supplemental 
tabular  disclosures,  would  still  apply. 

As  discussed  in  Section  V.B.2.,  below, 
in  providing  separate  audited  schedules 
pursuant  to  those  rules,  we  propose  that 
an  IFRS  issuer  or  foreign  private  issuer 
may  use  amounts  based  on  IFRS  as 
issued  by  the  lASB. 

Article  6  “Registered  Investment 
Companies,”  Article  6A  “Employee 
Stock  Purchase,  Savings  and  Similar 
Plans,”  and  Article  8  “Financial 
Statements  of  Smaller  Reporting 
Companies”  would  not  apply  because, 
as  described  in  Section  IV  above,  such 
issuers  would  be  excluded  from  the 
definition  of  “IFRS  issuer.” 

Article  10,  “Interim  Financial 
Statements,”  would  not  generally  apply 
to  IFRS  financial  statements.  This  is 
because  interim  financial  statements 
that  comply  with  IFRS  as  issued  by  the 
lASB  must  comply  with  IAS  34  “Interim 
Financial  Reporting,”  which  prescribes 
the  minimum  content  of  an  interim 
financial  report  and  the  principles  for 
recognition  and  measurement  in  interim 
period  financial  statements. 

However,  several  paragraphs  of  Rule 
10-01  would  continue  to  apply  to  IFRS 
financial  statements.  Rule  10-01{a)(l) 
would  apply  because  it  contains  the 
general  requirement  for  interim 
financial  statements  that  must  be 
provided.  Rule  10— 01(a)(6)  would 
continue  to  apply  so  as  to  allow  the 
omission  of  schedules  for  IFRS  interim 
financial  statements.  Rule  10-01(b)(6) 
would  continue  to  apply  to  require 
disclosure  relating  to  any  material 
accounting  changes  and  the  filing  of  a 
preferability  letter  from  the  issuer’s 
independent  auditor.  For  issuers  that 
file  IFRS  financial  statements,  the 
disclosure  required  by  this  paragraph 
should  comply  with  the  requirements  of 
IAS  34.  Rules  10-01(c)(l)-(3)  would 
also  continue  to  apply  to  IFRS  financial 
statements  for  interim  periods,  as  those 
paragraphs  describe  the  periods  for 
which  balance  sheets,  income 
statements,  and  changes  in  financial 
position  are  required  to  be  presented  in 


’^®Rule  10-01(c)(4)  would  not  apply  to  an  IFRS 
issuer.  IAS  34  permits  a  highly  seasonal  entity  to 
present  a  12-month  interim  period  in  addition  to, 
but  not  in  lieu  of,  the  year-to-date  interim  period. 


quarterly  reports  on  Form  ICM^.^37  Rule 
lO-Ol(d),  which  requires  that  interim 
financial  statements  included  in 
quarterly  reports  be  reviewed  by  an 
independent  accountant,  would 
continue  to  apply.  Rule  lO-Ol(e)  also 
continues  to  apply  to  permit  the  filing 
of  interim  financial  information  to  be 
waived  in  certain  cases. 

Finally,  both  Article  11  “Pro  Forma 
Financial  Information,”  and  Article  12 
“Form  and  Content  of  Schedules,” 
would  apply  in  their  entirety. 

Additional  information  on  the  proposed 
application  of  Article  11  is  provided  in 
Section  V.E. 

Request  for  Comment 

49.  Is  there  any  reason  why  an  issuer 
would  be  unable  to  assert  compliance 
with  IFRS  as  issued  by  the  lASB  and 
obtain  the  necessary  opinion  from  its 
independent  auditor? 

50.  Is  the  application  of  Articles  1 
through  1 2  of  Regulation  S-X  to  IFRS 
financial  statements  clear  from  the 
proposed  Rule  13-02?  If  not,  what 
further  clarification  is  necessary?  Are 
there  other  rules  contained  in  Articles  1  . 
through  12  that  do  not,  or  may  not, 
apply  to  financial  statements  prepared 

in  accordance  with  IFRS  as  issued  by 
the  lASB  and  that  are  not  addressed  in 
proposed  Rule  13-02?  If  so,  what  are 
they  and  how  should  they  be  addressed? 

51.  A  U.S.  issuer  engaged  in  oil  and 
gas  producing  activities  that  has 
followed  the  successful  efforts  method 
and  carries  forward  that  practice  under 
IFRS  will  have  consistent  reserves 
disclosure  under  FAS  19,  FAS  69  and 
Industry  Guide  2.  If  that  issuer  were  to 
apply  another  method  of  accounting 
permitted  under  IFRS,  it  may  lead  to 
inconsistencies  between  Industry  Guide 
disclosure,  FAS  69  disclosure,  and  the 
financial  statements.  Would  such 
potential  inconsistencies  create 
ambiguity  for  users  of  that  information 
or  otherwise  be  a  cause  for  concern?  If 
so,  what  would  be  an  appropriate  means 
of  addressing  the  inconsistencies? 

2.  Proposed  Clarifying  Amendments 
With  Respect  to  References  to  IFRS  as 
Issued  by  the  lASB 

The  federal  securities  laws  contain 
several  references  to  “generally 
accepted  accounting  principles.”  jn 
addition,  our  regulations  contain 
numerous  accounting  references,  which 
include  both  references  to  “generally 
accepted  accounting  principles”,  or 
“GAAP”  and  specific  references  to 


’’^lAS  34  uses  the  term  "changes  in  equity” 
rather  than  the  term  “changes  in  financial  position” 
that  is  used  in  Regulation  S-X. 

’^*See,  e.g..  Exchange  Act  Section  13(b)(2)(B)(ii) 
[15  U.S.C.  78ra(b)(2)(B)(ii)]. 


provisions  of  U.S.  GAAP.  This  may 
cause  some  doubt  as  to  how  such 
references  should  apply  with  respect  to 
financial  statements  prepared  in 
accordance  with  IFRS  as  issued  by  the 
lASB.  In  order  to  provide  clarity  as  to 
application  of  our  regulations,  we  are 
proposing  Rule'  13-03  to  address 
application  of  both  general  references  to 
GAAP  as  well  as  the  references  to 
specific  U.S.  GAAP  pronouncements  for 
IFRS  financial  statements.  Consistent 
with  our  proposed  approach  to  Article 
13  of  Regulation  S-X  overall,  we 
propose  an  approach  to  address  these 
matters  on  a  consolidated  basis  rather 
than  amending  each  of  the  specific 
references  at  this  time. 

With  regard  to  general  references  to 
GAAP,  we  are  proposing  an  approach 
consistent  with  the  approach  we  used 
when  we  adopted  rules  pursuant  to 
Section  401(b)  of  the  Sarbanes-Oxley 
Act  of  2002  ^39  with  respect  to  the  use 
of  non-GAAP  financial  measures  by 
foreign  private  issuers. In  both 
Regulation  G  and  Item  10(e)(3)  of 
Regulation  S-K,  we  specified  that  GAAP 
refers  to  U.S.  GAAP,  but  in  the  case  of 
foreign  private  issuers  whose  primarily 
financial  statements  are  prepared  in 
accordance  with  non-U.S.  generally 
accepted  accounting  principles,  GAAP 
refers  to  the  principles  under  which 
those  primary  financial  statements  are 
prepared. Similarly,  we  are  proposing 
a  similar  approach  for  administrative 
purposes  only  in  Rule  13-03(a)  that, 
unless  otherwise  specifically 
provided, references  to  “generally 
accepted  accounting  principles”  in  Parts 
210,  229,  230,  239,  240  and  249,  except 
for  certain  rules  in  Part  240  not  relating 
to  financial  statements  in  Exchange  Act 
registration  statements,  periodic  reports 
and  proxy  or  information  statements, 
should  be  construed  by  issuers  to  which 
Article  13  applies,  to  mean  IFRS  as 
issued  by  the  lASB.^**"* 


15  U.S.C.  7201  etseq. 

”0  See  Release  No.  33-8176  (January  22.  2003) 

[68  FR  4820  (January  30,  2003)].  See  also  Rule 
407(d)(5)  of  Regulation  S-K  for  a  similar  approach 
with  respect  to  audit  committee  financial  expert 
disclosure. 

See,  e.g..  Section  101(b)  of  Regulation  G  and 
Item  10(e)(3)(i)  of  Regulation  S-K. 

'<2  An  example  of  specifically  providing 
otherwise  is  in  Regulation  G  and  Item  10(e)(3)  of 
Regulation  S— K,  where  references  to  U.S  GAAP  and 
other  comprehensive  bases  of  accounting  is 
intended  to  be  specific.  See  also  Rule  4-01  of 
Regulation  S-X. 

Specifically,  Rules  lla-lh,  15c3-lg,  17a-5, 
17g-3,  17h-lT,  and  17i-6. 

The  staff  has  taken  a  similar  approach  in  the 
application  of  internal  control  reporting 
requirements  by  foreign  private  issuers  without 
recognizing  foreign  bases  of  accounting  as 
"generally  accepted.”  See  http://www.sec.gov/info/ 
accountants/controlfaq.htw. 
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In  addition  to  general  references  to 
GAAP,  our  regulations  also  contain 
numerous  references  to  specific 
standards  and  interpretations  included 
in  U.S.  GAAP.^‘‘5  \ye  are  proposing  an 
approach  consistent  with  the  approach 
we  used  for  our  amendments  removing 
the  reconciliation  requirement  for  IFRS 
financial  statements  by  foreign  private 
issuers.  Proposed  Rule  13-03(b)  would 
indicate  that,  unless  otherwise 
specifically  provided,  in  providing 
information  in  response  to  requirements 
in  Parts  210,  229,  230,  239,  240  and  249 
that  refer  to  pronouncements  of  U.S. 
GAAP,  disclosure  is  to  be  provided  that 
satisfies  the  objective  of  the  relevant 
disclosure  requirements.  We  are  not 
proposing  to  revise  the  references  to 
U.S.  GAAP  standards  and  interpretation 
to  include  their' analog  under  IFRS  as 
issued  by  the  lASB.  We  believe  that 
issuers  preparing  IFRS  financial 
statements  would  be  able  to  determine 
which,  if  any,  IFRS  standards  would 
provide  useful  reference  in  satisfying 
the  relevant  disclosure  requirements 
without  undue  burden. 

Finally,  proposed  Rule  13-03(c) 
would  clarify  that  in  providing  general 
caption  data,  segment  data  or  schedule 
information  in  response  to  Regulation 
S-K  item  requirements,  IFRS  issuers 
may  present  amounts  based  on  IFRS  as 
issued  by  the  lASB.  This  proposed 
approach  is  consistent  with  the 
approach  adopted  for  foreign  private 
issuers  that  file  IFRS  financial 
statements  without  a  reconciliation  to 
U.S.  GAAP.^'*®  It  is  also  consistent  with 
the  proposed  approach  to  schedule 
information  from  IFRS  issuers  under 
Articles  5,  7  and  9  of  Regulation  S— X, 
as  discussed  above. 

Request  for  Comment 

52.  With  regard  to  specific  references 
to  U.S.  GAAP  in  our  regulations,  should 
we  amend  the  references  to  U.S.  GAAP 
pronouncements  to  also  reference 
appropriate  IFRS  guidance,  and,  if  so, 
what  should  the  references  refer  to? 
Would  issuers  be  able  to  apply  the 
proposed  broad  approach  to  U.S.  GAAP 
pronouncements  and  would  this 
approach  elicit  appropriate  information 
for  investors?  Should  we  retain  the  U.S. 
GAAP  references  for  definitional 
purposes? 

53.  With  regard  to  general  references 
to  U.S.  GAAP,  is  our  proposed  approach 
appropriate  and  sufficiently  clear?  If 
not,  how  should  these  matters  be 
addressed  differently  and  why? 


^*^See,  e.g..  Item  303(a)(4)  of  Regulation  S-K  |17 
CFR  229.303(a)(4)]. 

See  Instruction  5  to  Item  5  of  Form  20-F. 


54.  Is  our  proposed  approach 
sufficiently  clear  on  how  to  address 
general  caption  data,  segment  data  and 
schedule  information  outside  the 
financial  statements?  If  not,  what 
changes  should  we  make?  Are  there 
other  places  in  our  regulations  that  need 
to  be  addressed? 

C.  Proposed  Amendments  to  Item  10(e) 
of  Regulation  S-K  and  Regulation  G 

In  addition  to  the  general  references 
to  “generally  accepted  accounting 
principles”  described  above,  certain 
rules  relating  to  the  use  of  non-GAAP 
financial  measures  contain  specific 
references  to  “U.S.  generally  accepted 
accounting  principles:”  both  Item 
10(eK3)  of  Regulation  S— and  Rule 
101(b)  of  Regulation  G  state  that  for 
purposes  of  those  regulations,  “GAAP 
refers  to  generally  accepted  accounting 
principles  in  the  United  States.”  In  each 
case,  there  is  an  express  provision 
addressing  the  application  of  Item  10(e) 
and  Regulation  G  to  foreign  private 
issuers  that  prepare  financial  statements 
in  accordance  with  non-U.S.  generally 
accepted  accounting  principles. In 
order  to  similarly  address  the  situation 
of  U.S.  issuers  preparing  their  financial 
statements  in  accordance  with  IFRS  as 
issued  by  the  lASB,  we  are  proposing  to 
amend  Item  10(e)(3)  of  Regulation  S-K 
and  Rule  101(b)  of  Regulation  G  to 
include  IFRS  issuers  together  with 
foreign  private  issuers  in  how  to  apply 
our  rules  relating  to  the  use  of  non- 
GAAP  financial  measures  when  the 
issuer’s  primary  financial  statements  are 
prepared  on  a  basis  other  than  U.S. 
GAAP. 

D.  Related  Disclosure  and  Financial 
Reporting  Issues 

1.  Selected  Financial  Data 

Under  Item  301(a)  of  Regulation  S-K, 
issuers  must  provide  five  years  of 
selected  financial  data.  As  part  of  our 
proposal  to  accept  financial  statements 
prepared  using  IFRS  as  issued  by  the 
lASB  from  certain  domestic  issuers,  we 
are  proposing  to  add  an  instruction  to 
Item  301  to  clarify  that  an  IFRS  issuer 
shall  present  selected  financial  data  on 
the  basis  of  IFRS  as  issued  by  the  lASB. 

We  recognize  that,  under  the 
amendments  proposed  in  this  release, 
many  IFRS  issuers  will  be  adopting 
IFRS  as  issued  by  the  lASB  for  the  first 
time  and  therefore  will  not  have 
available  five  years  of  financial  data 


CFR  229.10(e)(3). 

'«''17CFR  244.101(b). 

‘■•’'See  Item  10(e)(3)(i)  and  (ii)  of  Regulation 
S-K  [17  CFR  229.10(e)(3)(i)  and  229.10(e)(3)(ii))  and 
Rule  101(b)(1)  and  (2)  of  Regulation  G  [17  CFR 
244.101[b)(l)  and  244.101(b)(2)]. 


based  on  IFRS  as  issued  by  the  lASB. 
Accordingly,  the  proposed  instruction 
to  Item  301  allows  an  IFRS  issuer  that 
prepares  its  financial  statements  in 
accordance  with  IFRS  as  issued  by  the 
lASB  for  the  first  time  to  present 
selected  historical  financial  data  for  the 
three  most  recent  fiscal  years.  If  this 
instruction  is  adopted,  in  each  of  the 
two  subsequent  fiscal  years  that  IFRS 
issuer  would  provide  an  additional  year 
of  selectiid  financial  data  based  on  IFRS 
as  issued  by  the  lASB,  building  up  to 
five  years.-. 

Request  for  Comment 

55.  Will  three  years  of  selected 
financial  data  based  on  IFRS  be 
sufficient  for  investors, 'or  should  IFRS 
issuers  be  required  to  disclose  in  their 
selected  financial  data  previously 
published  information  based  on  U.S. 
GAAP  with  respect  to  previous  financial 
years  or  interim  periods? 

2.  Market-Risk  and  the  Safe  Harbor 
Provisions 

Pursuant  to  Item  305  of  Regulation 
S-K,’ 50  an  issuer  is  required  to  provide 
quantitative  and  qualitative  disclosure 
about  market  risk  related  to  certain 
financial  instruments.  This  information, 
which  is  not  included  in  the  financial 
statements  of  a  filing,  is  expressly 
subject  to  the  statutory  safe  harbors 
provided  under  Section  27 A  of  the 
Securities  Act  and  Section  21E  of  the 
Exchange  Act  ’^2  to  the  extent  it 
constitutes  “forward  looking 
statements.”  ’^3 

IFRS  7  “Financial  Instruments: 
Disclosure”  as  recently  amended, 
requires  market  risk  disclosure  that  is 
similar  to  that  required  under  Item 
305. ’54  In  this  respect,  the  sensitivity 
analysis  provided  under  IFRS  will  be 
based  on  forward-looking  information. 
This  information  will  appear  in  the 
footnotes  to  audited  IFRS  financial 
statements. 

Section  27 A  of  the  Securities  Act  and 
Section  21E  of  the  Exchange  Act 
expressly  exclude  from  the  safe  harbor 
any  information  “included  in  a  financial 
statement  prepared  in  accordance  with 
generally  accepted  accounting 
principles.”  ’55  The  safe  harbor 
therefore  is  not  available  for  any 

•’“>17  CFR  229.3-05. 

‘silSLT.S.C.  77Z-2. 

‘S2  15  U.S.C.  78U-5. 

’■'’3  See  Item  305(d)  of  Regulation  S-K.  See  also 
Release  No.  33-7386  (January  31,  1997)  [62  FR  6044 
(February  10,  1997)]  for  the  release  adopting  the 
derivatives  disclosure  requirement  and  the  related 
express  safe  harbor. 

IFRS  7  requires  this  information  beginning 
with  the  2007  fiscal  year. 

See  Securities  Act  Section  27A(b)(2)(A)  and 
Exchange  Act.  Section  21E(b)(2)(A). 
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forward  looking  information  included  in 
IFRS  financial  statements.  When  we 
adopted  the  market  risk  disclosure 
requirements,  the  Commission 
considered  whether  the  market  risk 
disclosure  could  be  included  in  a 
registrant’s  financial  statements  and,  if 
so,  whether  the  safe  harbor  should 
apply  to  that  disclosure.  The 
Commission  decided  to  require  that  the 
information  required  under  Item  305  be 
disclosed  outside  the  financial 
statements. 

As  required  by  Article  4-01  of 
Regulation  S-X,  the  financial  statementa 
filed  by  a  registrant  must  comply  fully 
with  a  comprehensive  body  of 
accounting  principles,  which,  under  the 
proposed  amendments,  includes  IFRS  7 
for  those  companies  that  use  IFRS  as 
issued  by  the  lASB. 

We  recognize  that  foreign  private 
issuers  that  are  IFRS  filers  have 
expressed  particular  concerns  related  to 
the  applicability  of  the  safe  harbbr  for 
forward-looking  statements.’®®  As  we 
did  in  connection  with  our  approach  to 
foreign  private  issuers,  we  are  not 
proposing  any  changes  in  this  area  for 
U.S.  issuers  that  elect  to  use  IFRS, 
although  we  are  soliciting  comments 
below.  At  this  time,  we  believe  the 
question  warrants  further  consideration 
and,  if  appropriate,  we  may  address 
through  a  separate  rulemaking  initiative. 

Request  for  Comment 

56.  Should  the  Commission  address 
the  implications  of  forward-looking 
disclosure  contained  in  a  footnote  to  the 
financial  statements  in  accordance  with 
IFRS  7?  For  example,  would  some  kind 
of  safe  harbor  provision  or  other  relief 
or  statement  be  appropriate? 

3.  Disclosure  of  First-Time  Adoption  of 
IFRS  in  Form  10-K 

As  referenced  above  in  Section  IV.C., 
we  are  proposing  that  an  eligible  U.S. 
issuer  that  changes  to  IFRS  disclose 
certain  information  related  to  that 
change  in  its  annual  report  on  Form  10- 
K  covering  the  fiscal  year  for  which 
IFRS  financial  statements  are  first  filed. 
Because  U.S.  issuers  have  not 
previously  been  permitted  to  use  a  basis 
of  financial  reporting  other  than  U.S. 
GAAP,  we  believe  it  is  appropriate  that 
an  issuer  provide  disclosure  related  to  a 
change  in  its  basis  of  financial  reporting 
prominently  in  its  Form  10-K,  such  as 
at  the  beginning  of  the  Business 
section.’®^ 


See  the  2007  Adopting  Release,  discussion  at 
Section  1II.C.2.C. 

157  we  have  not  proposed  amendments  to  Form 
20-F  to  require  similar  disclosure  from  foreign 
private  issuers  that  adopt  IFRS  for  the  first  time 
because  foreign  private  issuers  have  previously 


Under  our  integrated  disclosure 
system,  disclosure  requirements  for 
Form  10-K  are  contained  in  Regulation 
S-K.  To  implement  these  disclosure 
requirements  in  Form  10-K,  we  are 
proposing  to  amend  Item  101 
“Business”  in  Regulation  S-K  by  adding 
a  paragraph  (i).  Under  the  proposed 
Item  lOl(i),  an  issuer  that  changes  the 
comprehensive  set  of  accounting 
principles  used  in  preparing  its  primary 
financial  statements  to  IFRS  must 
prominently  disclose  the  following  in 
its  first  annual  report  on  Form  10-K  that 
uses  IFRS; 

•  The  financial  statements  are 
prepared  using  IFRS; 

•  The  reasons  for  the  change; 

•  The  corporate  governance  processes 
followed  in  electing  to  make  the  change 
(including  whether  a  shareholder  vote 
was  held  and  whether  the  company’s 
board  of  directors  and  audit  committee 
considered  the  matter);  and 

•  The  date  the  issuer  submitted  its 
request  to  the  staff  demonstrating  that  it 
met  the  criteria  to  change  to  IFRS  and 
the  date  the  staff  issued  its  letter  of  no 
objection. 

Under  proposed  Item  lOl(i),  similar 
disclosure  relating  to  the  first  three 
items  above  would  be  required  from  any 
IFRS  issuer  that  subsequently  chose  to 
revert  back  to  U.S.  GAAP.  That 
disclosure  would  be  included  in  the 
annual  report  on  Form  10-K  for  the  year 
in  which  the  issuer  reverted  to  U.S. 
GAAP. 

Request  for  Comment 

57.  Is  the  proposed  disclosure  in  Form 
10-K  sufficient  in  prominence  and 
content  to  indicate  to  investors  that  the 
issuer  has  changed  its  basis  of  financial 
reporting  from  that  used  in  previous 
filings?  If  not,  what  further  disclosure 
should  be  provided,  and  where?  Should 
we  require  that  an  issuer  disclose  the 
criteria  under  which  it  is  eligible  tq  file 
IFRS  financial  statements?  Should 
issuers  be  required  to  reference  the 
letter  of  no  objection  in  their  first  IFRS 
filing? 

58.  Should  we  amend  Form  8-K  to 
require  “forward-looking”  disclo.sure 
relating  to  an  issuer’s  consideration  of 
whether  it  will  file  IFRS  financial 
statements  in  the  future?  If  so,  what  type 
of  information  should  be  disclosed,  and 
at  what  point  in  time  prior  to  the  issuer 
actually  filing  IFRS  financial 
statements?  Would  a  requirement  to 
make  such  forward-looking  disclosure 
have  any  impact  on  an  issuer’s  decision 
to  adopt  IFRS?  If  so,  what  would  the 
effect  be? 


been  permitted  to  change  their  basis  of  financial 
reporting  and  because  a  foreign  private  issuer’s 
change  to  IFRS  in  many  cases  will  be  mandatory. 


4.  Other  Considerations  Relating  to  IFRS 
and  U.S.  GAAP  Guidance 

The  Commission  recognizes  that  a 
U.S.  issuer  that  files  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  may 
nevertheless  pursuant  to  the  application 
of  IAS  8  look  for  guidance  from 
Commission  sources  other  than  rules 
and  regulations,  including  Accounting 
Series  Releases  (“ASRs”)  and  Financial 
Reporting  Releases  (“FRs”).’®®  In 
addition,  such  an  issuer  may  look  to  the 
guidance  that  the  Commission  staff 
provides  in  Staff  Accounting  Bulletins 
(“SABs”),  and,  if  the  issuer  is  engaged 
in  certain  lines  of  business,  various 
Industry  Guides.’®®  No  changes  to  such 
guidance  are  planned.  We  believe  that 
an  issuer  that  prepares  its  financial 
statements  in  accordance  with  IFRS  as 
issued  by  the  lASB,  and  its  auditor, 
would  continue  to  be  required  to  follow 
any  Commission  guidance  that  relates  to 
auditing  issues.’®®  An  issuer  using  IFRS 
as  issued  by  the  lASB,  although  not 
required  to  follow  U.S.  GAAP  guidance, 
may  find  reference  to  FRs,  ASRs,  SABs, 
and  Industry  Guides  and  other  forms  of 
guidance  useful  in  the  application  of 
IAS  8.’®’ 

Request  for  Comment 

59.  Are  there  issues  on  which  further 
guidance  for  IFRS  issuers  would  be 
necessary  and  appropriate? 


'5*  FRs  contain  the  Commission’s  views  and 
interpretations  relating  to  financial  reporting.  Prior 
to  1982,  the  Commission  published  its  views  and 
interpretations  relating  to  financial  reporting  in 
Accounting  Series  Releases  (ASRs).  In  FR  1, 
Adoption  of  the  Financial  Reporting  Relea.se  Series 
and  Codihcation  of  Currently  Relevant  ASRs.  the 
Commission  codihed  certain  previously  issued 
ASRs  on  financial  reporting  matters. 

Staff  Accounting  Bulletins  reflect  the 
Commission  staff  s  views  regarding  accounting- 
related  disclosure  practices.  They  represent 
interpretations  and  policies  followed  by  the 
Division  of  Corporation  Finance  and  the  Office  of 
the  Chief  Accountant  in  administering  the 
disclosure  requirements  of  the  federal  securities 
laws.  Industry  Guides  serve  as  expressions  of  the 
policies  and  practices  of  the  Division  of  Corporation 
Finance.  They  are  of  assistance  to  issuers,  their 
counsel  and  others  preparing  registration 
statements  and  reports,  as  well  as  to  the 
Commission’s  staff.  SABs  and  Industry  Guides  are 
not  rules,  regulations,  or  statements  of  the 
Commission.  They  have  not  been  issued  pursuant 
to  notice  and  comment  rulemaking,  and  the 
Commission  has  neither  approved  nor  disapproved 
these  interpretations. 

'“Issuers  are  required  to  have  audits  conducted 
in  accordance  with  the  standards  of  the  PCAOB 
regardless  of  the  comprehensive  basis  of  financial 
reporting  they  use  to  prepare  their  financial 
statements. 

The  provisions  of  IAS  8  are  described  above 
in  footnote  76.  ' 
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E.  Financial  Statements  of  Other 
Entities  Under  Regulation  S-X 

Several  rules  under  Regulation  S-X 
relate  to  financial  statements  of  other 
entities  that  an  issuer  must  include  in 
its  filings.  This  section  describes  how 
these  rules  w'ould  apply  to  an  issuer  that 
files  IFRS  financial  statements. 

1.  Application  of  the  Amendments  to 
Rules  3-05,  3-09  and  3-14 

Under  Rules  3-05,  3-09  and  3-14  of 
Regulation  S-X,  an  issuer,  in  certain 
circumstances,  must  include  the 
financial  statements  of  another  entity  in 
its  filings. Although  we  are  not 
proposing  specific  amendments  to  those 
rules  as  part  of  this  rulemaking 
initiative,  as  noted  in  proposed  Rule  13- 
03(a),  the  amendments  we  are  proposing 
in  this  release  will  apply  equally  in  the 
application  of  Rules  3-05,  3-09  aqd 
3-14. 

a.  Significance  Testing 

Under  Rules  3-05,  3-09  and  3-14,  an 
issuer  is  required  to  include  the 
financial  statements  of  another  entity  if 
the  entity  meets  certain  significance 
tests. If  the  significance  thresholds 
under  Rule  3-05,  3-09  or  3-14  are  met, 
then  the  issuer  must  provide  on  a 
separate  basis  audited  annual  financial 
statements  of  the  subject  entity. 

Significance  testing  under  Rule  1- 
02(w)  has  historically  been  performed 
using  U.S.  GAAP  amounts.  As  part  of 
our  adopting  release  accepting  IFRS 
financial  statements  by  foreign  private 
issuers  without  reconciliation  to  U.S. 
GAAP,  we  amended  Rule  l-02(w)  to 
clarify  that  a  foreign  private  issuer  that 
prepares  its  financial  statements  in 
accordance  with  IFRS  as  issued  by  the 
lASB  should  conduct  significance 
testing  using  amounts  determined  under 
IFRS  as  issued  by  the  lASB.  We  are 
proposing  to  revi.se  Rule  l-02(w)  to 
clarify  that  an  IFRS  issuer  that  prepares 
its  financial  statements  in  accordance 
with  IFRS  as  issued  by  the  lASB  also 
should  perform  significance  testing 
using  amounts  determined  under  IFRS 
as  issued  by  the  lASB. 


Rule  3-05  specifies  the  requirements  for 
financial  statements  of  businesses  acquired  or  to  be 
acquired.  Rule  3-09  specifies  the  requirements  for 
financial  statements  of  unconsolidated  majority- 
owned  subsidiaries  and  50%  or  less  owned 
investments  accounted  for  by  the  equity  method. 
Rule  3-14  specifies  requirements  for  Hnancial 
statements  of  real  estate  operations  (properties) 
acquired  or  to  be  acquired. 

An  entity  is  significant  to  the  issuer  under 
Rules  3-05  and  3-09  if  the  issuer’s  investment  in 
the  entity  exceeds  20%  of  the  issuer’s  total  assets, 
the  entity’s  income  (as  defined)  exceeds  20%  of  the 
issuer’s  corresponding  income,  or  (for  Rule  3-05 
only)  the  entity’s  total  assets  exceed  20%  of  the 
issuer’s  total  assets.  Rule  3-14  significance  is  based 
on  the  10%  level  in  Rule  l-02(w).  " 


Requirements  for  significance  testing 
are  governed  by  the  financial  statements 
of  the  issuer.  Generally,  if  an  issuer 
prepares  its  own  financial  statements 
using  IFRS  as  issued  by  the  lASB,  that 
issuer  would  perform  the  significance 
tests  under  Rules  3-05,  3-09  and  3-14 
using  IFRS  as  issued  by  the  lASB, 
regardless  of  the  basis  of  financial 
reporting  used  by  the  other  entity. 

b.  Separate  Historical  Financial 
Statements  of  Another  Entity  Provided 
Under  Rule  3-05,  3-09  or  3-14 

Generally,  the  historical  financial 
statement  requirements  for  an  acquired 
business  or  investee  under  Rule  3-05, 
3-09  or  3-14  are  governed  by  the  status 
of  that  entity,  and  the  burden  of 
providing  the  financial  statements  of  a 
non-issuer  entity  would  be  no  higher 
than  if  it  were  the  issuer.  Under  the 
adopting  release  accepting  IFRS 
financial  statements  by  foreign  private 
issuers  without  reconciliation  to  U.S. 
GAAP,  we  permit  foreign  and  domestic 
issuers  to  file  financial  statements  under 
Rules  3-05  and  3-09  for  foreign 
businesses  under  IFRS  as  issued  by  the 
lASB  without  reconciliation  to  U.S. 
GAAP.  In  addition,  in  applying  the 
proposed  amendments,  if  an  IFRS  issuer 
or  foreign  private  issuer  is  required  to 
file  financial  statements  under  Rule  3- 
05,  3-09,  or  3-14  for  any  entity,  whether 
domestic  or  foreign,  whose  audited 
financial  statements  are  in  accordance 
with  IFRS  as  issued  by  the  lASB,  those 
financial  statements  would  be 
acceptable  in  a  Commission  filing.i®"* 

For  example,  IFRS  issuers  and  foreign 
private  issuers  that  acquire  a 
“significant”  business,  domestic  or 
foreign,  under  Rule  3-05  would  be 
permitted,  under  the  proposed  rules,  to 
include  the  acquiree’s  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB.  The  same 
would  be  true  for  the  financial 
statements  of  a  “significant”  investee 
under  Rule  3-09  or  acquired  property 
under  Rule  3-14.  To  clarify  this  ability 
to  use  IFRS  as  issued  by  the  lASB  for 
any  financial  statements  under  Rule  3- 
05,  3-09  or  3-14,  we  are  proposing  to 
amend  Rule  4-01(a)  of  Regulation  S-X 
to  clarify  that  such  an  option  is 
available. 

2.  Financial  Statements  Provided  Under 
Rule  3-10 

Rule  3-10  of  Regulation  S-X  specifies 
financial  statement  requirements  for 
issuers  of  guaranteed  securities  and 


’®^The  entity  need  not  meet  the  proposed 
definition  of  “IFRS  issuer.” 


guarantors. Generally,  under  this  rule 

both  the  issuer  of  the  guaranteed 
security  and  the  guarantor  must  follow 
the  financial  statement  requirements  of 
a  registrant.  If  both  entities  were  IFRS 
issuers,  we  would  accept  the  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB. 

However,  Rule  3-10  permits  modified 
reporting  by  subsidiary  issuers  of 
guaranteed  securities  and  subsidiary 
guarantors.  Separate  financial 
statements  need  not  be  filed  for 
subsidiaries  meeting  the  applicable 
conditions  contained  in  Rules  3-10(b) 
through  3-1 0(f).  Instead,  condensed 
consolidating  financial  information  is 
presented  in  the  parent  company’s 
reports  in  an  additional  audited  footnote 
to  the  financial  statements.  A  parent 
issuer  or  guarantor  that  presents 
consolidated  financial  statements  under 
IFRS  as  issued  by  the  lASB  would 
present  tiie  condensed  consolidating 
financial  information  on  the  basis  of 
IFRS  as  issued  by  the  lASB.^*'’®  We  do 
not  believe  that  any  revision  to  Rule  3- 
10  is  necessary  to  implement  the 
acceptance  of  financial  statements 
prepared  using  IFRS  as  issued  by  the 
lASB,  other  than  extending  the 
reference  to  the  articles  of  Regulation  S- 
X  to  incorporate  Article  13. 

3.  Financial  Statements  Provided  Under 
Rule  3-16 

Rule  3-16  specifies  the  requirement 
for  financial  statements  of  affiliates  of 
an  issuer  whose  securities  collateralize 
an  issue  registered  or  being  registered. 
The  requirement  to  provide  separate 
financial  statements  under  Rule  3-16  is 
based  upon  whether  or  not  the 
securities  are  a  substantial  portion  (as 
defined)  of  the  collateral  for  the  class  of 
securities  registered  or  being 
registered. Affiliates  whose  securities 
collateralize  a  security  registered  or 
being  registered  are  not  themselves 
issuers,  but  the  issuer  whose  securities 
are  collateralized  (ordinarily  the  parent 
company)  must  file  the  financial 
statements  of  those  affiliates  under  Rule 
3-16  “that  would  be  required  if  the 
affiliate  were  a  registrant,”  The  affiliates 


A  guarantee  of  a  registered  security  is  itself  a 
security,  so  a  guarantor  of  a  registered  security  is 
itself  considered  an  issuer  of  a  security.  See 
Securities  Act  .Section  2(a)(1). 

166  We  took  a  similar  approach  in  our  adopting 
release  accepting  IFRS  financial  statements  by 
foreign  private  issuers  without  reconciliation  to 
U.S.  GAAP. 

Substantial  portion  of  the  collateral  is  defined 
in  Rule  3-16(b)  as  “the  aggregate  principal  amount, 
par  value,  or  book  value  of  the  [affiliate’s)  securities 
as  carried  by  the  registrant,  or  the  market  value  of 
such  securities,  whichever  is  the  greatest,  equals  20 
percent  or  more  of  the  principal  amount  of  the 
secured  class  of  securities.” 
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will  ordinarily  be  consolidated 
subsidiaries  of  the  parent/issuer.  If  the 
parent/issuer  is  an  eligible  IFRS  issuer, 
then  we  would  accept  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  for  both  the 
parent/issuer  and  the  Rule  3-16 
affiliates.  If  the  parent/issuer  files  U.S. 
GAAP  financial  statements,  we  would 
expect  the  Rule  3-16  financial 
statements  to  be  U.S.  GAAP  as  well.  We 
do  not  believe  that  any  revision  to  Rule 
3-16  is  necessary  to  implement  the 
acceptance  of  financial  statements 
prepared  in  accordance  with  IFRS  as 
issued  by  the  lASB. 

F.  Pro  Forma  Financial  Statements 
Provided  Under  Article  1 1 

Under  Article  11  of  Regulation  S-X, 
issuers  are  required  to  prepare 
unaudited  pro  forma  financial 
information  that  is  intended  to  give 
effect  as  if  a  particular  transaction,  such 
as  a  significant  recent  or  probable 
business  combination,  had  occurred  at 
the  beginning  of  the  financial  period. 
Requirements  for  pro  forma  financial 
information  under  Article  11  continue 
to  be  governed  by  the  financial 
statements  of  the  issuer  rather  than  of 
the  acquiree  or  other  entity,  as  the  pro 
forma  results  must  be  presented  using 
the  same  basis  of  finaqcial  reporting  as 
the  issuer.  Similarly,  these  rules  do  not 
impose  a  higher  presentation  burden  on 
pro  forma  financial  information  than 
would  be  imposed  on  the  historical 
financial  statements  of  the  issuer.  We 
are  not  proposing  to  amend  Article  11, 
but  the  proposed  amendments  will 
apply  in  the  application  of  Article  11. 
Accordingly,  if  the  proposed 
amendments  are  adopted,  an  IFRS- 
issuer  would  prepare  the  pro  forma 
financial  information  by  presenting  its 
IFRS  results  and  converting  the 
financial  statements  of  the  business 
acquired  (or  to  be  acquired)  into  IFRS  as 
issued  by  the  lASB.^®® 

Request  for  Comment 

60.  Is  the  application  of  the  proposed 
rules  to  the  preparation  of  financial 
statements  and  financial  information 
described  in  Sections  V.D  and  V.E  above 
sufficiently  clear?  If  not,  what  areas 
need  to  be  clarified?  Are  any  further 
changes  needed  for  issuers  that  prepare 
their  financial  statements  using  IFRS  as 
issued  by  tbe  lASB? 

61.  Under  the  proposed  rules,  an  IFRS 
issuer  or  foreign  private  issuer  may  file 
financial  statements  of  an  entity  under 
Rule  3-05,  3-09  or  3-14  prepared  in 


168  vve  took  a  similar  approach  in  our  adopting 
release  accepting  IFRS  financial  statements  by 
foreign  private  issuers  without  reconciliation  to 
U.S.  G.\AP. 


accordance  with  IFRS  as  issued  by  the 
lASB  even  though  the  entity  does  not 
meet  the,  definition  of  “IFRS  issuer.” 
Should  we  also  accept  financial 
statements  required  under  Rule  3-05,  3- 
09  or  3-14  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  without 
regard  to  the  status  of  the  issuer  as  an 
IFRS  issuer  or  foreign  private  issuer? 
Should  our  acceptance  depend  on 
characteristics  of  the  entity  whose 
financial  statements  are  being  provided, 
such  as  that  the  entity  already  prepares 
IFRS  financial  statements  or  the  entity 
principally  operates  outside  the  United 
States? 

62.  Are  there  other  rules  in  Regulation 
S-X  that  should  be  specifically 
amended  to  accommodate  our  proposal? 
If  so,  how  would  the  application  of 
those  rules  be  unclear  if  there  were  no 
changes  to  those  rules,  and  what 
changes  would  be  suggested  in  order  to 
make  them  clear? 

G.  Industry  Specific  Matters 

1.  Disclosure  Pursuant  to  Industry 
Guides 

Gompanies  that  are  engaged  in  certain 
lines  of  business  are  subject  to  various 
Industry  Guides.^®^  The  Commission  is 
not  proposing  any  specific  amendments 
with  respect  to  information  required  to 
be  disclosed  pursuant  to  the  Industry 
Guides  by  IFRS  issuers  and  believes  that 
IFRS  issuers  that  transition  to  IFRS  and 
to  which  these  Guides  apply  do  not 
need  a  general  accommodation. 

Several  of  the  Industry  Guides  contain 
specific  references  to  U.S.  GAAP 
pronouncements.  Although  we  are  not 
proposing  to  amend  the  Industry 
Guides,  IFRS  issuers  should  respond  to 
those  provisions  in  a  manner  consistent 
with  the  approach  taken  in  the  proposed 
Rule  13-03  of  Regulation  S-K. 
Specifically,  an  IFRS  issuer  that  is 
subject  to  the  Industry  Guides,  in 
responding  to  Industry  Guide  items  that 
refer  to  U.S.  GAAP  pronouncements, 
should  provide  disclosure  that  satisfies 
the  objective  of  the  Industry  Guide 
disclosure  requirements.  In  providing 
such  disclosure,  an  IFRS  issuer  would 
not  need  to  repeat  information 
contained  in  its  IFRS  financial 
statements. 

Industry  Guide  disclosure  is  intended 
to  provide  a  “track-record”  of  trend 
information  such  as  loan  quality 
information  for  banks  providing 
disclosure  under  Industry  Guide  3  or 


Industry  Guides  serve  as  expressions  of  the 
policies  and  practices  of  the  Division  of  Corporation 
Finance.  They  are  of  assistance  to  issuers,  their 
counsel  and  others  preparing  registration 
statements  and  reports,  as  well  as  to  the 
Commission’s  staff.  See  17  CFR  229.801  (a)-(g)  and 
229.802(aHd)  and  (e). 


property  casualty  loss  reserve 
development  under  Industry  Guide  6. 
The  Commission  recognizes  that 
transition  to  IFRS  will  impact  the 
Industry  Guide  disclosure  of  IFRS 
issuers  for  the  first  time,  who  may  not 
have  available  prior  years  of  Industry 
Guide  information  prepared  under  IFRS 
as  issued  by  the  lASB.  Although  the 
staff  does  not  intend  to  amend  the 
Industry  Guides,  the  staff  believes  and 
intends  to  apply  the  Industry  Guides 
such  that  a  first-time  adopter  of  IFRS 
who  relies  on  the  amendments,  if 
adopted,  would  be  consistent  with 
existing  Industry  Guides  if  it  provides 
three  years  of  Industry  Guide 
information  under  IFRS  as  issued  by  the 
lASB,  with  information  provided  under 
U.S.  GAAP  to  cover  earlier  years  as 
called  for  by  the  Industry  Guides,  as 
applicable. 

Under  Industry  Guide  5  “Preparation 
of  Financial  Statements  Relating  to 
Interest  in  Real  Estate  Limited 
Partnerships,”  real  estate  limited 
partnerships  provide  prior  performance 
information  of  programs  sponsored  by 
the  general  partner  and  its  affiliates  in 
tabular  form.  The  tables  containing  this 
informetion  may  encompass  numerous 
affiliates  of  the  General  Partner,  and 
often  are  quite  voluminous.  For  issuers 
that  prepare  their  financial  statements 
in  accordance  with  IFRS  as  issued  by 
the  lASB,  the  staff  would  permit  this 
prior  performance  information  to 
continue  to  be  presented  in  U.S.  GAAP. 
The  General  Partner  and  affiliated 
partnerships  need  not  convert  their 
prior  performance  information  to  IFRS  if 
the  partnership  is  otherwise  eligible  to 
use  IFRS  under  the  proposed  rules. 

2.  Disclosure  From  Oil  and  Gas 
Companies  Under  FAS  69 

Pursuant  to  either  earlier  Commission 
rules  or  more  recent  FASB  standards, 
public  companies  with  significant  oil 
and  gas  activities  have  been  required  to 
disclose  reserve  and  other  information 
relating  to  those  activities.  In  November 
1982,  the  FASB  adopted  FAS  69 
“Disclosures'about  Oil  and  Gas 
Producing  Activities,”  which 
establishes  a  comprehensive  set  of 
disclosures  for  oil  and  gas  producing 
activities.  Under  this  standard,  public 
companies  with  such  significant 
activities  are  required  to  disclose 
unaudited  supplementary  information 
relating  to  proved  oil  and  gas  reserves, 
and  capitalized  costs  relating  to  oil  and  ' 
gas  producing  activities.  As  a  result  of 
the  FASB’s  adoption  of  FAS  69,  the 
Commission  initially  suspended  the 
effectiveness  of  a  rule  under  Regulation 
S-X  calling  for  substantially  similar 
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information,^ and  then  deleted  the 
rule  altogether.  The  Commission 
noted  that,  in  light  of  the  FASB 
standard,  its  own  earlier  rule  requiring 
this  disclosure  was  duplicative  and  no 
longer  necessary'. 

As  we  did  with  foreign  private  issuers 
when  we  provided  the  option  to  provide 
IFRS  financial  statements  without  a 
reconciliation  to  U.S.  GAAP,  we  are 
proposing  to  continue  to  require  an 
IFRS  issuer  to  provide  the  information 
called  for  under  FAS  69  even  though  the 
company  is  preparing  financial 
statements  in  accordance  with  IFRS  as 
issued  hy  the  lASB.  See  proposed  Rule 
13-03(d)  of  Regulation  S-X.  The  nature 
of  the  information  provided  under  FAS 
69  is  not  in  the  nature  of  U.S.  GAAP 
information  but  rather  is  supplementary 
information  included  as  an  unaudited 
footnote  to  the  audited  financial 
statements.  We  believe  that  the 
information  required  by  FAS  69  is 
useful  to  investors  and  would  not 
otherwise  be  required  to  be  disclosed 
under  IFRS. 

Request  for  Comment 

63.  Should  an  IFRS  issuer  be  required 
to  continue  to  comply  with  the 
disclosure  requirements  of  FAS  69? 
What  alternatives  may  be  available  to 
elicit  the  same  or  substantially  the  same 
disclosure?  Proposed  Rule  13-03(d)  of 
Regulation  S-X  is  modeled  on  an 
instruction  relating  to  FAS  69  in  Item  18 
of  Form  20— F.  Does  this  proposed  rule 
need  to  be  modified  in  any  way  to  more 
clearly  require  filers  to  provide 
information  required  by  FAS  69? 

H.  Application  of  the  Proposed 
Amendments  to  Other  Forms,  Rules  and 
Schedules  , 

I.  Application  of  Proposed 
Amendments  to  Exempt  Offerings 

The  proposed  amendments,  if 
adopted,  would  apply  to  financial 
statements  filed  with  the  Commission 
by  an  eligible  IFRS  issuer  that  are 
included  in  any  registration  statement 
filed  under  the  Securities  Act  or  the 
Exchange  Act,  periodic  or  other  report 
filed  under  Section  13(a)  or  15(d)  of  the 
Exchange  Act  and  any  proxy  or 
information  statement  pursuant  to 
Section  14  of  the  Exchange  Act.  An 
IFRS  issuer  that  would  be  eligible  to  file 
with  the  Commission  financial 
statements  prepared  in  accordance  with 


’™The  requirement  was  found  in  former  Rule  4- 
10(k)  of  Regulation  S-X.  The  application  of  this  rule 
was  suspended  in  Release  No.  33-6444  (December 
15.  1982)  (47  FR  57911  (December  29,  1982)). 

'^•Release  No.  33-6818  (February  17,  1989)  [54 
FR  8202  (February  27,  1989)]  proposed  the  deletion 
which  was  adopted  in  Release  No.  33-6959 
(September  17,  1992). 


IFRS  under  the  proposed  rules  also 
would  be  able  to  use  those  financial 
statements  when  conducting  an  offer  or 
sale  of  securities  that  is  exempt  from 
registration  under  the  Securities  Act, 
where  the  exemption  relied  upon 
requires  that  financial  statements  be 
furnished  to  investors.  We  believe 
allowing  an  eligible  IFRS  issuer  to  use 
IFRS  financial  statements  in  its 
Commission  filings  while  disallowing 
the  use  of  those  financial  statements  in 
an  exempt  offering  would  be  unduly 
burdensome  to  issuers  and  inconsistent 
with  our  proposed  acceptance  of  the  use 
of  IFRS  as  issued  by  the  lASB  in  the 
United  States  capital  market.  However, 
an  issuer  to  which  proposed  Article  13 
of  Regulation  S-X  would  not  apply 
would  not  be  able  to  use  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB  in  exempt 
offers  or  sales  of  securities  where  the 
exemption  relied  upon  requires  that 
financial  statements  be  furnished  to 
investors  (including  if  that  issuer  would 
have  been  permitted  to  file  IFRS 
financial  statements  solely  for  purposes 
of  Rules  3-05,  3-09  and  3-14  pursuant 
to  proposed  Rule  4-01(a)(4)). 

2.  References  to  FASB  Pronouncements 
in  Form  8-K 

The  proposed  amendments,  if 
adopted,  would  apply  to  current  reports 
on  Form  8-K  filed  pursuant  to  Rule 
13a-ll  or  Rule  15d-ll  under  the 
Exchange  Act  and  for  reports  of 
nonpublic  information  required  to  be 
disclosed  by  Regulation  FD.^^3  The 
proposed  amendments  also  would  apply 
to  filings  made  pursuant  to  Rule  425 
under  the  Securities  Act,  regarding 
written  communications  related  to 
business  combination  transactions,  or 
Rules  14a-12(b)  or  Rule  14d-2(b)  under 
the  Exchange  Act  relating  to  soliciting 
materials  and  pre-commencement 
communications  pursuant  to  tender 
offers. 

Form  8-K  contains  several  items  that 
contain  references  to  specific  standards 
included  in  U.S.  GAAP.  We  are 
proposing  to  add  instructions  to  those 
items  to  provide  references  to  specific 
IFRS  standards  to  which  an  IFRS  issuer 
would  refer  instead  of  the  U.S.  GAAP 
standard.  Specifically,  we  are  proposing 
to  add  a  new  sentence  at  the  end  of 
instruction  4  to  Item  2.04  to  refer  to  IAS 
37  “Provisions,  Contingent  Liabilities 


For  example,  a  reporting  issuer  that  makes  an 
offering  of  over  $7,500,000  under  Regulation  D  of 
the  Securities  Act  (Sections  230.501-230-508)  must 
furnish  purchasers  with  information  contained  in 
any  reports  filed  by  the  issuer  under  Sections  13(a), 
14(a),  14(c),  and  15(d)  of  the  Exchange  Act.  See 
Rule  502(b)(2)(ii)(C). 

"3  17  CFR  243.100  and  243.101. 


and  Contingent  Assets,”  as  may  be 
modified,  supplemented  or  succeeded. 
We  also  are  proposing  to  add  a  new 
instruction  to  Item  2.05  to  refer  to  IFRS 
5,  “Non-current  Assets  Held  for  Sale 
and  Discontinued  Operations,”  as  may 
be  modified,  supplemented  or 
succeeded.  Finally,  we  are  proposing  to 
add  a  new  instruction  to  Item  4.02  to 
refer  to  IAS  8  “Accounting  Policies, 
Changes  in  Accounting  Estimates  and 
Errors,”  as  may  be  modified, 
supplemented  or  succeeded. 

This  proposed  reference  to  specific 
IFRS  standards  in  Form  8-K  differs  from 
the  general  approach  in  proposed  Rule 
13-03(c),  where  we  are  not  proposing  to 
identify  specific  IFRS  standards  that  an 
IFRS  issuer  should  look  to  when 
responding  to  item  requirements  that 
make  reference  to  specific  U.S.  GAAP 
pronouncements.^^"*  We  believe  that 
providing  the  specific  IFRS  standard  is 
necessary  as  the  occurrence  of  an  event 
specified  in  Items  2.04,  2.05  and  4.02  of 
Form  8-K  requires  the  U.S.  issuer  to  file 
a  Form  8-K  in  addition  to  disclosing 
these  events. 

3.  Application  of  IFRS  to  Tender  Offer 
and  Going-Private  Rules 

Instructions  6  and  8  to  Item  10  of 
Schedule  TO,  the  tender  offer  statement 
under  the  Exchange  Act,*^^  contain 
references  to  a  reconciliation  to  U.S. 
GAAP.  Instructions  1  and  2  to  Item  13 
of  Schedule  13E-3,*^®  the  transaction 
statement  under  Section  13(e)  of  the 
Exchange  Act,  also  contain  references  to 
a  reconciliation  to  U.S.  GAAP.  In  order 
to  implement  fully  the  proposed  use  of 
IFRS  by  eligible  U.S.  issuers,  we  are 
proposing  conforming  amendments  to 
these  instructions  of  Schedule  TO  and 
Schedule  13E-3  to  clarify  that  issuers 
eligible  to  use  IFRS  financial  statements 
may  use  those  financial  statements  in 
Schedule  TO  and  Schedule  13E-3 
without  a  reconciliation  to  U.S.  GAAP. 

Request  for  Comment 

64.  Is  the  guidance  in  this  proposal 
sufficient  to  avoid  any  ambiguity  about 
the  use  of  IFRS  financial  statements  in 
exempt  offerings?  If  not,  what  additional 
clarification  is  needed?  Is  any  revision 
to  forms  or  rules  necessary? 

65.  Are  there  other  rules  or  forms 
under  the  Securities  Act  or  the 
Exchange  Act  that  should  be  specifically 
amended  to  permit  the  filing  of  financial 
statements  prepared  in  accordance  with 
IFRS  as  issued  by  the  lASB?  If  so,  how 
would  the  rules  or  forms  be  unclear  if 
there  were  no  changes  to  those  forms. 

See  Section  V.B.2.,  above. 

’”17  CFR  240.14d-100. 

’”17  CFR  240.13e-100. 
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and  what  changes  would  be  suggested 
in  order  to  make  them  clear? 

VI.  General  Request  for  Comments 

We  request  and  encourage  any 
interested  persons  to  submit  comments 
regarding: 

•  The  proposed  changes  that  are  the 
subject  of  this  release; 

•  Additional  or  different  changes;  or 

•  Other  matters  that  may  have  an 
effect  on  the  proposals  contained  in  this 
release. 

In  addition  to  providing  comments  on 
these  matters,  we  encourage  interested 
parties  to  provide  comment  on  broader 
matters  related  to  the  development  of  a 
single  set  of  globally  accepted 
accounting  standards,  for  example: 

66.  Are  there  other  considerations  in 
addition  to  those  discussed  in  this 
release  that  the  Commission  should 
consider  as  part  of  the  proposed 
amendments  to  permit  the  limited  use 
of  IFRS  or  its  future  decision  regarding 
the  use  of  IFRS  by  U.S.  issuers? 

We  request  comment  from  the  point 
of  view  of  registrants,  investors, 
accountants,  accounting  standard 
setters,  users  of  financial  statements  and 
other  market  participants.  With  regard 
to  any  comments,  we  note  that  such 
comments  are  of  greatest  assistance  to 
our  rulemaking  initiative  if 
accompanied  by  supporting  data  and 
analysis  of  the  issues  addressed  in  those 
comments. 

VII.  Paperwork  Reduction  Act 
A.  Background 

Certain  provisions  of  the  proposed 
amendments  contain  “collection  of 
information”  requirements  within  the 
meaning  of  the  Paperwork  Reduction 
Act  of  1995  {“PRA”).^^^  We  are 
submitting  the  proposed  amendments  to 
the  Office  of  Management  and  Budget 
(“OMB”)  for  review  in  accordance  with 
the  PRA.^^®  The  titles  for  the  collection 
of  information  are: 


’^^44  U.S.C.  3501  elseq. 

>78  44  U.S.C.  3507(d)  and  5  CFR  1320.11. 

>79 Certain  provisions  of  the  proposed 
amendments  to  Regulation  S-X  could  also  affect 
collection  of  information  requirem,ents  within  the 
meaning  of  the  PRA  for  Form  S-1  under  the 
Securities  Act  and  Form  10  under  the  Exchange 
Act.  However,  all  of  the  issuers  that  currently 
would  be  eligible  to  use  IFRS  accounting  if  these 
proposals  were  adopted  are  issuers  that  are  eligible 
to  use  alternative  forms  in  lieu  of  Forms  S-1  and 
10  that  would  allow  an  issuer  to  incorporate  the 
Regulation  S-X  disclosures  from  the  issuer’s 
Exchange  Act  periodic  reports.  We  reviewed  the 
types  of  Tilings  made  by  a  sample  of  the  issuers  that 
we  estimate  are  currently  eligible  over  a  three  year 
period,  and  none  of  the  issuers  filed  a  Form  S-1  or 
Form  10  over  this  time.  Accordingly,  we  do  not 
believe  the  proposed  amendments  would  impose 
any  new  recordkeeping  or  information  collection 
requirements,  or  other  collections  of  information 
requiring  OMB’s  approval  for  Forms  S-1  and  10. 


(1)  “Form  10-K”  (OMB  Control  No. 
3235-0063); 

(2)  “Form  10-Q”  (OMB  Control  No. 
3235-0070); 

(3)  “Form  8-K”  (OMB  Control  No. 
3235-0060); 

(4)  “Form  S-4”  (OMB  Control  No.  . 
3235-0324); 

(5)  “Schedule  14A”  (OMB  Control  No. 
3235-00591; 

(6)  “Schedule  14C”  (OMB  Control  No. 
3235-0057); 

(7)  “Regulation  S-X”  (OMB  Control 
No.  3235-0009); 

(8)  “Regulation  S-K”  (OMB  Control 
No.  3235-0071); 

(9)  “Regulation  C”  (OMB  Control  No. 
3235-0074);  and 

(10)  “Request  for  a  Letter  of  No 
Objection  to  use  IFRS”. 

The  regulations,  schedules  and  forms 
were  adopted  under  the  Securities  Act 
and  the  Exchange  Act  and  set  forth  the 
disclosure  requirements  for  annual, 
quarterly  and  current  reports; 
registration  statements;  and  proxy  and 
information  statements  filed  by  U.S. 
issuers  to  help  .shareholders  make 
informed  voting  and  investment 
decisions.  The  hours  and  costs 
associated  with  preparing,  filing  and 
sending  the  form  constitute  reporting 
and  cost  burdens  imposed  by  each 
collection  of  information.  The  Request 
for  a  Letter  of  No  Objection  to  use  IFRS 
would  constitute  a  new  collection  of 
information  under  the  Exchange  Act  to 
be  used  by  issuers  that  would  be  eligible 
to  switch  to  IFRS  accounting.  An  agency 
may  not  conduct  or  sponsor,  and  a 
person  is  not  required  to  respond  to,  a 
collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number.  Compliance  with  the  proposed 
amendments  by  eligible  U.S.  issuers 
opting  to  file  their  financial  statements 
in  accordance  with  IFRS  would  be 
mandatory.  Responses  to  the 
information  collections  would  not  be 
kept  confidential  and  there  would  be  no 
mandatory  retention  period  for  the 
information  disclosed. 

As  discussed  in  more  detail  above,  we 
are  proposing  two  alternatives  that 
would  allow  certain  U.S.  issuers  to  file 
financial  statements  in  accordance  with 
IFRS,  rather  than  U.S.  GAAP,  for  use  in 
their  periodic  and  current  reports  made 
under  Section  13(a)  or  15(d)  of  the 
Exchange  Act;  Schedules  14A  and  14C 
under  the  Exchange  Act,  as  well  as  in 
registration  statements  under  the 
Securities  Act  and  Exchange  Act.  Under 
Proposal  A,  eligible  U.S.  issuers  would 
be  allowed  to  file  their  financial 
statements  in  accordance  with  IFRS  and 
would  need  to  include  a  one-time 
reconciliation  from  certain  U.S.  GAAP 
financial  statements  to  IFRS  in 


accordance  with  IFRS  1.  Under  Proposal 
B,  eligible  U.S.  issuers  would  be 
allowed  to  file  their  financial  statements 
in  accordance  with  IFRS  but  would  be 
required  to  provide  a  reconciliation 
from  IFRS  financial  statements  to  U.S. 
GAAP  for  each  of  the  three  years 
pre.sented. 

Under  both  Proposal  A  and  Proposal 
B,  once  an  issuer  determines  that  it  is 
eligible  to  use  IFRS  accounting  and 
seeks  to  use  IFRS  accounting,  it  would 
first  need  to  submit  a  Request  for  a 
Letter  of  No  Objection  to  u.se  IFRS 
describing  its  analysis  in  determining  its 
eligibility  to  use  IFRS  accounting.  In 
addition,  an  eligible  issuer  would  need 
to  disclose  in  its  first  Form  10-K  filing 
using  IFRS  accounting  that  its  financial 
statements  are  prepared  using  IFRS  as 
issued  by  the  fASB.  As  described  in 
Section  V.D.3.,  the  issuer  also  must 
disclose  the  reasons  for  the  change  to 
IFRS,  the  corporate  governance 
processes  by  which  the  issuer  decided 
to  transition  to  IFRS,  the  date  of  the 
issuer’s  submission  to  the  Commission 
staff  requesting  a  letter  of  no  objection 
and  the  date  such  a  letter  was  issued  by 
tbe  Commission  staff. 

B.  Burden  and  Cost  Estimates  Related  to 
the  Proposed  Amendments 

We  anticipate  that  the  amendments 
would  increase  the  burdens  and  costs 
for  U.S.  issuers  that  switch  from  U.S. 
GAAP  to  IFRS  accounting.  We  estimated 
the  average  number  of  hours  an  issuer 
would  spend  completing  the  forms  and 
the  average  hourly  rate  for  outside 
professionals.  In  deriving  this  estimate, 
we  recognize  that  the  burdens  will 
likely  vary  among  individual  companies 
based  on  a  number  of  factors,  including 
the  complexity  of  their  organizations, 
the  nature  of  their  current  accounting 
procedures,  the  types  of  transactions 
they  enter  into  and  the  approach  they 
take  in  adopting  IFRS.  We  believe  that 
some  ifjsuers  will  experience  costs  in 
excess  of  this  average  in  the  first  year  of 
compliance  with  proposals  and  some 
issuers  may  experience  less  than  the 
average  costs.  As  further  discussed 
below,  we  also  believe  that  costs  will 
decrease  after  the  first  year  of 
compliance  due  to  the  extent  of  effort 
required  for  first-time  adoption  of  IFRS 
as  compared  to  subsequent  years.  We 
have  considered  all  of  these  factors  in 
formulating  our  proposed  estimates. 

We  derived  the  burden  hour  estimates 
for  the  forms  and  schedules  by 
estimating  the  total  amount  of  time  that 
it  would  take  an  issuer  to  transition  to 
presenting  its  financial  statements  in 
accordance  with  IFRS.  The  estimates 
include  the  time  and  the  cost  of  in- 
house  preparers,  reviews  by  executive 
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officers,  in-house  counsel,  outside 
counsel,  independent  auditors  and 
members  of  the  audit  committee. Our 
estimates  cue  based  on  the  number  of 
filings,  over  the  past  three  years, 
received  from  a  selection  of  issuers  with 
characteristics  similar  to  those  that  we 
currently  anticipate  may  be  eligible  to 
rely  on  the  proposals,  if  adopted. 

The  estimate  is  based  in  part  on  data 
published  in  a  report  on  IFRS 
implementation  in  the  E.U.  prepared  by 
the  Institute  of  Chartered  Accountants 
of  England  and  Wales. In  this  report, 
the  ICAEW  estimated  that  the  typical 
cost  incurred  by  a  publicly  traded 
company  established  in  the  E.U.  to 
prepare  its  first  IFRS  consolidated 
financial  statements  was  approximately 
0.05%  of  the  company’s  revenue.  We 
estimated  that  the  cost  of  IFRS 
transition  under  Proposal  A  would  be 
0.125%  of  revenue  for  the  U.S.  issuers 
that  would  be  eligible  to  use  IFRS 
accounting,  and  would  be 
approximately  0.13%  of  revenue  under 
Proposal  B  to  reflect  the  additional  U.S. 
GAAP  reconciliation  disclosure.^®^  vVe 
used  a  higher  percentage  of  revenue  to 
take  into  account  our  different  filing 
obligations  in  the  U.S.,  which  require, 
among  other  things,  issuers  to  include 
three  years  of  audited  financial 
statements,  and  our  requirements 
related  to  internal  controls  over 
financial  reporting. 

Our  annual  burden  estimates  are  also 
based  on  several  other  assumptions. 
First,  we  assumed  that  the  transition 
from  U.S.  GAAP  to  IFRS  by  eligible 
issuers  would  be  a  multi-year  process. 
Therefore,  our  PRA  estimates  represent 
the  average  annual  burden  over  a  three- 
year  period.  We  estimated  that  the  first- 
year  burden  would  be  greater  than  that 
for  subsequent  years,  as  a  portion  of  the 
costs  will  reflect  some  one-time 
expenditures  associated  with  making 
the  transition  from  U.S.  GAAP  to  IFRS, 
such  as  compiling  documentation. 


Consistent  with  other  recent  rulemakings,  we 
estimate  an  hourly  rate  of  $400  based  on  our 
discussions  with  several  private  law  firms  as  the 
cost  to  companies  for  the  services  of  outside 
professionals  retained  to  assist  in  the  preparation  of 
these  disclosures.  For  Securities  Act  registration 
statements,  we  also  consider  additional  reviews  of 
the  disclosure  by  underwriters  and  their  counsel. 

See  “EU  Implementation  of  IFRS  and  Fair 
Value  Directive”  by  the  Institute  of  Chartered 
Accountants  of  England  and  Wales  (“ICAEW"), 
available  at  http://wvm-.icaew.com/index.cfm/route/ 
145392/icaew_ga/en/TechnicaI_amp 
_Business_Topics/Topics/Accounting_and_ 
corpoTate_reporting/em_lFRSjone_yeaT_onlCAEW_ 
assesses_impIementation_em.  The  ICAEW 
published  the  report  for  the  European  Commission 
on  the  first  year  of  implementation  IFRS  in  the  E.U. 
The  report  evaluates  the  implementation  of  IFRS 
across  E.U.  industries,  market  places  and  member 
states,  and  includes  an  estimate  of  implementation 


preparing  the  Request  for  a  Letter  of  No 
Objection  to  use  IFRS  and  implementing 
new  processes.  We  reduced  the  second- 
year  estimates  by  75%  as  compared  to 
the  first-year  estimates  to  eliminate  the 
one-time  costs  and  to  account  for  the 
fact  that  eligible  issuers  applying  IFRS 
should  become  more  efficient  at 
preparing  their  financial  statements 
after  the  first  year  as  the  process 
becomes  more  routine.  We  adjusted  the 
third-year  estimates  by  a  90%  reduction 
in  costs’ as  compared  to  the  second-year 
costs  to  reflect  continuing 
improvements  in  efficiency  with 
reporting  under  IFRS.^®3  This  reflects 
the  assumption  that  the  costs  of 
transition  would  likely  have  been 
largely  reduced  by  the  third  year  of 
actual  reporting. 

Second,  we  assumed  that  110  U.S. 
issuers,  representing  the  approximate 
minimum  number  of  those  presently 
eligible  to  use  IFRS  accounting  under 
the  proposals,  would  elect  to  switch 
from  U.S.  GAAP  to  IFRS.  This 
assumption  is  conservative,  in  that  it  is 
unlikely  that  all  of  those  issuers  would 
elect  to  file  their  financial  statements  in  • 
accordance  with  IFRS.  We  do  not  know 
the  actual  number  of  eligible  issuers  that 
would  choose  to  switch  to  IFRS 
accounting.  We  also  acknowledge  that 
eligibility  extends  beyond  this  estimated 
group,  which  represents  a  minimum  of 
eligible  issuers  under  the  proposals.  We 
request  comment  and  supporting 
empirical  data,  for  purposes  of  the  PRA, 
on  the  number  of  eligible  issuers,  and 
the  number  that  would  elect  to  switch 
to  IFRS  accounting. 

Third,  we  assumed  that  there  would 
be  a  direct  correlation  between  the 
extent  of  the  burden  and  the  size  of  the 
eligible  issuer,  with  the  burden 
increasing  commensurate  with  the  size 
of  the  company. 

Fourth,  we  assumed  that  substantially 
all  of  the  burdens  associated  with  the 
proposed  amendments  would  be 


costs  based  on  an  on-line  survey  of  approximately 
100  companies  drawn  from  across  most  E.U. 
member  states. 

The  staff  also  used  its  own  experience  with  IFRS 
to  estimate  the  burden. 

The  Commission  staff  estimated  the  cost  based 
on  revenues  reported  by  a  selection  of  U.S.  issuers 
with  characteristics  similar  to  those  issuers  that  we 
currently  anticipate  may  be  eligible  to  rely  on  the 
proposals,  if  adopted. 

In  developing  our  annual  burden  estimates  we 
included  many  costs  that  will  reflect  one-time 
expenditures  associated  with  making  the  transition 
from  U.S.  GAAP  to  IFRS  by  large  companies. 
Activities  giving  rise  to  these  costs  include,  but  are 
not  limited  to,  identifying  differences  between  U.S. 
GAAP  and  IFRS,  determining  accounting  policies 
under  IFRS,  maintaining  systems  for  financial 
reporting  under  both  U.S.  GAAP  and  IFRS  for  up 
to  three  years  in  order  to  present  comparative  IFRS 
information  in  the  first  Form  10-K  including  IFRS 


associated  with  Forms  10-K  and  10-Q 
as  these  would  be  the  primary  forms  for 
which  IFRS  financial  statements  would 
be  prepared  and  presented,  and  that  any 
IFRS  financial  statements  that  would  be 
required  in  Form  S-4  and  Schedules 
14A  and  14C  would  be  incorporated 
from  Forms  10-K  and  10-Q. 

Table  1  below  illustrates  the  total 
annual  compliance  burden  of  the 
collection  of  information  in  hours  and 
in  cost  under  Proposal  A  for  annual 
reports;  quarterly  reports;  proxy  and 
information  statements;  Form  S-4  under 
the  Securities  Act,  the  Request  for  a 
Letter  of  No  Objection  to  use  IFRS;  and 
Regulations  S— X,  S-K  and  C.  Table  2 
below  illustrates  the  total  annual 
compliance  burdens  under  Proposal  B 
for  the  same  collections.  The  burden 
was  calculated  by  multiplying  the 
estimated  number  of  responses  by  the 
estimated  average  number  of  hours  each 
entity  would  spend  completing  the 
different  forms  and  schedules.  For 
Exchange  Act  reports,  the  proxy  and 
information  statements,  and  the  Request 
for  a  Letter  of  No  Objection  to  use  IFRS, 
we  estimate  that  75%  of  the  burden  of 
preparation  is  carried  by  the  company 
internally  and  that  25%  of  the  burden 
of  preparation  is  carried  by  outside 
professionals  retained  by  the  company 
at  an  average  cost  of  $400  per  hour.  For 
Form  S-4,  we  estimate  that  25%  of  the 
burden  of  preparation  is  carried  by  the 
company  internally  and  that  75%  of  the 
burden  of  preparation  is  carried  by 
outside  professionals  retained  by  the 
company  at  an  average  cost  of  $400  per 
hour.  There  is  no  change  to  the 
estimated  burden  of  the  collections  of 
information  entitled  “Regulation  S-K,’’ 
“Regulation  S-X,’’  and  “Regulation  C” 
because  the  burdens  that  these 
regulations  impose  are  reflected  in  our 
revised  estimates  for  the  forms.  The 
portion  of  the  burden  carried  by  outside 
professionals  is  reflected  as  a  cost,  while 
the  portion  of  the  burden  carried  by  the 


financial  statements,  implementing  new  accounting 
systems  and  the  associated  changes  to  internal 
controls  over  financial  reporting  and  disclosures, 
and  drafting  financial  statement  disclosures  under 
IFRS.  Our  estimates  of  the  annual  burden  for  years 
2  and  3  represent  the  continuation  of  many  of  these 
activities  but  at  significantly  lower  levels,  as 
refinements  are  made  to  IFRS  reporting.  These 
refinements  include  improvements  in  the 
accounting  and  internal  control  systems  and  to 
financial  statement  disclosures.  The  decreases  in 
the  annual  burden  estimates  between  years  1  and 
2  (75%)  and  between  years  2  and  3  (90%)  were 
based  on  the  collective  experience  of  the  staff  in 
working  with  and  at  preparers  and  audit  firms  in 
adopting  new  accounting  standards,  updating 
accounting  policies,  implementing  new  information 
technology  systems  and  complying  with  internal 
control  reporting  requirements  over  multi-year 
periods.  Comment  on  these  and  other  PRA 
estimates  are  sought  at  the  end  of  this  PRA  section. 
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company  internally  is  reflected  in 
hours. 


Table  1— Incremental  Paperwork  Burden  Under  Proposal 


Number  of 

Burden  hours/ 

Total  burden 

75% 

25% 

Professional 

responses 

form 

hours 

Company 

Professional 

costs 

(A) 

(B) 

(C)=(A)*(B) 

(D)=(C)*0.75 

(E)=(C)*0.25 

(F)=(E)*$400 

10-K . i.... 

110 

50,636 

5,570,004 

4,177,503 

1,329,501 

$557,000,400 

10-Q  . 

330 

4,134 

1,364,098 

1,023,073 

341,024 

136,409,780 

8-K . 

880 

110 

96,996 

72,747 

24,249 

9,699,615 

Sch.  14A  . '. . 

108 

1 

108 

81 

27 

10,800 

Sch.  14C  . 

2 

1 

2 

1.5 

0.5 

200 

Form  S-4  . 

6 

1 

6 

4.5 

1.5 

600 

No  Objection  Request . 

110 

50 

5,500 

4,125 

1,375 

550,000 

Reg.  S-K . 

(^) 

1 

1 

(’) 

n 

V) 

Reg.  S-X . 

V) 

1 

1 

C) 

C) 

n 

Reg.  C . 

V) 

1 

1 

n 

V) 

*•  (’) 

Total . 

1,546 

7,036,717 

5,277,535 

1,696,178 

703,671,395 

’  Not  applicable. 


Table  2 — Incremental  Paperwork  Burden  Under  Proposal  B 


Number  of 

Burden  hours/ 

Total  burden 

75% 

25% 

Professional 

responses 

form 

hours 

Company 

Professional 

costs 

(A) 

•  (B) 

(C)=(A)*(B) 

(D)=(C)*0.75 

(E)=(C)‘0.25 

(F)=(E)*$400 

10-K . 

110 

55,301 

6,083,125 

4,562,323 

1,520,781 

$608,312,454 

10-Q  . 

330 

4,134 

1,364,098 

1,023,073 

341,024 

136,409.780 

8-K . 

880 

110 

96,996 

72,747 

24,249 

699,615 

Sch.  14A  . 

108 

1 

108 

81 

27 

10,800 

Sch.  14C  . 

2 

1 

2 

1.5 

0.5 

200 

Form  S-4  . 

6 

1 

6 

4.5 

1.5 

600 

No  Objection  Request . 

110 

50 

5,500 

4.125 

1,375 

550,000 

Reg.  ^K . 

V) 

1 

1 

n 

V) 

P) 

Reg.  S-X . 

V) 

1 

1 

n 

V) 

V) 

Reg.  C . 

V) 

1 

1 

V) 

{') 

■  V) 

Total  . 

1,546 

7,549,838 

5,662,355 

1,887,458 

754,983,449 

’  Not  applicable. 


C.  Request  for  Comment 

Pursuant  to44  U.S.C.  3506(c)(2)(B),  we 
request  comment  in  order  to: 

•  Evaluate  whether  the  proposed 
collections  of  information  are  necessary 
for  the  proper  performance  of  the 
functions  of  the  Commission,  including 
whether  the  information  will  have 
practical  utility; 

•  Evaluate  the  accuracy  of  our 
estimates  of  the  burden  of  the  proposed 
collections  of  information: 


’“■•The  number  of  responses  was  calculated  by 
examining  the  actual  number  of  forms  and 
schedules  filed  over  the  last  three  fiscal  years  by  a 
sample  of  U.S.  issuers  with  characteristics  similar 
to  those  of  issuers  that  may  be  eligible  to  request 
IFRS  accounting  use  under  the  rule  proposals.  Our 
PRA  estimates  also  include  an  estimated  0.5  hour 
burden  in  the  forms  and  schedules  to  account  for 
the  filing  by  an  eligible  issuer  of  one-time 
disclosure  that  an  issuer  would  have  to  disclose, 
such  as,  when  the  decision  to  file  IFRS  financial 
statements  was  made,  the  reasons  for  the  change, 
and  the  corporate  governance  processes  by  which 
the  issuer  decided  to  transition  to  IFRS.  Figures  in 
both  Tables  have  been  rounded  to  the  nearest  whole 
number. 


•  Determine  whether  there  are  ways 
to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected: 

•  Evaluate  whether  there  are  ways  to 
minimize  the  burden  of  the  collections 
of  information  on  those  who  respond, 
including  through  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology;  and 

•  Evaluate  whether  the  proposed 
amendments  will  have  any  effects  on 
any  other  collections  of  information  not 
previously  identified  in  this  section. 

Any  member  of  the  public  may  direct 
to  us  any  comments  concerning  the 
accuracy  of  these  burden  estimates  and 
any  suggestions  for  reducing  the 
burdens.  Persons  who  desire  to  submit 
comments  on  the  collection  of 
information  requirements  should  direct 
their  comments  to  the  OMB,  Attention: 
Desk  Officer  for  the  Securities  and 
Exchange  Commission,  Office  of 
Information  and  Regulatory  Affairs, 
Washington,  DC  20503,  and  send  a  copy 


of  the  comments  to  Florence  E.  Harmon, 
Acting  Secretary,  Securities  and 
Exchange  Commission,  100  F  Street, 
NE.,  Washington,  DC  20549-1090,  with 
reference  to  File  No.  S7-27-08. 

Requests  for  materials  submitted  to  the 
OMB  by  us  with  regard  to  these 
collections  of  information  should  be  in 
writing,  refer  to  File  No.  S7-27-08  and 
be  submitted  to  the  Securities  and 
Exchange  Commission,  Records 
Management,  Office  of  Filings  and 
Information  Services,  100  F  Street,  NE., 
Washington,  DC  20549.  Because  the 
OMB  is  required  to  make  a  decision 
concerning  the  collections  of 
information  between  30  and  60  days 
after  publication,  your  comments  are 
best  assured  of  having  their  full  effect  if 
the  OMB  receives  them  within  30  days 
of  publication. 

VIII.  Cost-Benefit  Analysis 

We  are  proposing  amendments  to 
existing  regulations,  rules  and  forms  to 
accept  financial  statements  fi-om  U.S. 
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issuers  meeting  specific  criteria 
(“eligible  U.S.  issuers”)  prepared  in 
accordance  with  IFRS  as  issued  by  the 
lASB.  Currently,  financial  statements 
that  U.S.  issuers  file  with  the 
Commission  must  be  prepared  in 
accordance  with  U.S.  GAAP.  The 
amendments,  if  adopted,  would 
therefore  provide  eligible  U.S.  issuers 
with  an  option  to  use  IFRS  in  preparing 
financial  statements  for  filing  with  the 
Commission.  The  amendments  would 
apply  to  a  registrant’s  financial 
statements  contained  in  annual  reports 
on  Form  10-K,  its  quarterly  reports  on 
Form  10-Q,  its  proxy  or  information 
statements,  and  its  financial  statements 
included  in  Securities  Act  and 
Securities  Exchange  Act  registration 
statements  filed  by  U.S.  issuers  or,  when 
applicable,  included  in  a  registration 
statement  or  reported  pursuant  to  Rule 
3-05,  3-09  or  3-14  of  Regulation  S-X. 

Currently,  there  are  approximately 
12,000  U.S.  issuers  registered  with  the 
Commission.  The  proposed 
amendments  would  be  available  to  only 
a  limited  number  of  U.S.  issuers  that 
operate  in  industry  sectors  in  which 
IFRS  is  used  more  than  any  other  set  of 
standards.  Specifically,  the  eligible  U.S. 
issuers  are  among  the  top  20  listed 
companies  worldwide,  as  measured  by 
market  capitalization,  in  any  industry  in 
which  IFRS  is  used  more  than  any  other 
basis  of  financial  reporting  to  prepare 
financial  statements  for  the  public 
capital  markets.  For  example,  if  6 
companies  among  the  top  20  by  market 
capitalization  in  an  industry  reported  in 
IFRS,  4  reported  in  U.S.  GAAP  and  the 
other  12  reported  in  4  different  bases  of 
accounting  among  them  (and  no  other 
basis'of  financial  reporting  was  used  by 
more  than  5  companies),  then  the  4  U.S. 
issuers  among  the  top  20  in  market 
capitalization  in  this  industry  would 
each  be  eligible  to  use  IFRS. 

We  estimate  that  an  approximate 
minimum  of  110  issuers,  accounting  for 
approximately  12  percent  of  total  U.S. 
market  capitalization  as  of  December 
2007,  would  be  eligible  to  be  an  “IFRS 
issuer”  as  we  propose  to  define  it.  For 
reasons  described  in  Section  IV,  these 
amounts  represent  the  estimated  lower 
bounds  on  current  eligibility. 
Additionally,  in  the  future,  we  expect 
both  the  number  of  eligible  issuers  and 
the  portion  of  total  U.'S.  market 
capitalization  to  increase.  Several 
countries  have  announced  plans  to 
require  IFRS  financial  statements  from 
their  listed  companies,  and  others  are 
considering  this  step.  Overall  trends 
point  to  the  continuing  increase  in  use 
of  IFRS  in  preference  to  other  bases  of 
financial  reporting.  Further,  relatively 
young  foreign  public  equity  markets, 


especially  emerging  markets,  are 
developing  at  a  faster  rate  than  the 
mature  U.S.  equity  market.  Existing 
large  foreign  companies  are  increasingly 
listing  in  these  markets.  The  result  is 
that  the  number  of  foreign  companies  in 
an  industry  in  the  top  20  by  market 
capitalization  worldwide  is  growing 
over  time.  These  companies  are  more 
likely  to  use  IFRS  than  U.S.  GAAP. 
These  factors  may  result  in  an  increase 
in  the  number  of  IFRS-using  listed 
companies  in  the  top  20  of  each 
industry,  by  market  capitalization,  and 
a  corresponding  increase  in  eligible 
industries.  Early  adoption  of  IFRS  by 
eligible  U.S.  issuers  would  also  increase 
eligibility.^®'’  For  these  reasons,  both 
current  and  future  levels  of  eligibility 
are  subject  to  substantial  uncertainty. 

Only  eligible  U.S.  issuers,  which  we 
expect  would  be  limited  in  number, 
would  be  permitted  to  file  financial 
statements  with  the  Commission  that 
are  prepared  in  accordance  with  IFRS. 
Of  this  limited  number  of  eligible 
issuers,  we  believe  few  would  be  in  a 
position  to  file  IFRS  financial 
statements  with  the  Commission 
immediately  upon  adoption  of  the 
proposed  rules.  This  is  because  we 
understand  that  there  are  few  U.S. 
issuers  that  have  already  prepared  IFRS 
financial  statements  for  any  other 
purpose.  In  order  to  avail  themselves  of 
the  IFRS  alternative,  eligible  U.S. 
issuers  would  need  to  (1)  make  a 
submission  to  the  Commission  and 
obtain  a  letter  of  no  objection  as 
described  in  Section  IV.,  (2)  work 
through  the  first  time  adoption 
requirements  of  IFRS,  (3)  apply  IFRS  to 
the  preparation  of  their  financial 
statements  for  the  entire  period  called 
for  in  our  filings,’®®  (4)  make  the 
necessary  disclosures  proposed  in 
Section  V.D.3.,  and  (5)  provide  the 
supplemental  U.S.  GAAP  information 
required  under  Proposal  B,  if  adopted. 

Our  proposed  rules  to  allow  for  the 
limited  use  of  financial  statements 
prepared  using  IFRS,  if  adopted,  may 
foster  the  use  of  IFRS  as  issued  by  the 
lASB  as  a  way  of  moving  to  a  single  set 
of  globally  accepted  accounting 
standards.  This  effect  would  be 
strengthened  by  potential  network 


Under  the  proposed  rules,  issuers  may  choose 
from  multiple  industry  classification  systems. 
These  systems  classify  companies  differently, 
implying  that  companies  may  be  eligible  under  one 
classification  system,  but  not  another.  If  companies 
in  an  industry  that  arc  eligible  under  one 
classification  system  switch  to  IFRS,  this  action 
may  result  in  IFRS  then  being  used  more  often  than 
any  other  set  of  standards  within  a  separate 
industry,  under  a  different  classification  system. 
This  effect  results  in  an  expansion  of  eligibility 
across  industries  as  U.S.  companies  switch  to  IFRS. 

As  noted,  this  period  is  generally  three  years. 


effects  of  the  proposed  amendments: 

The  more  issuers  that  use  IFRS  as  issued 
by  the  lASB,  the  greater  the  incentive 
for  other  issuers  to  do  so. 

The  cost-benefit  analysis  analyzes 
separately  three  components  of  the 
proposed  rules.  The  first  component  is 
the  acceptance  of  IFRS  financial 
statements  from  U.S.  issuers  under  the 
proposed  eligibility  criteria.  The  second 
component  is  Proposal  A,  under  which 
U.S.  issuers  adopting  IFRS  would  only 
be  required  to  provide  the  reconciling 
information  from  U.S.  GAAP  to  IFRS 
called  for  under  IFRS  1.  The  third 
component  is  Proposal  B,  under  which 
U.S.  issuers  adopting  IFRS  would,  in 
addition  to  providing  the  reconciling 
information  called  for  under  IFRS  1, 
disclose  on  an  annual  basis  certain 
unaudited  supplemental  U.S.  GAAP 
financial  information  covering  the 
financial  statements  included  in  an 
annual  report,  including  the  current 
year. 

A.  Proposal  for  Early  Use  of  IFRS  by 
U.S.  Issuers 

1.  Expected  Benefits 

In  industries  with  a  large  number  of 
companies  using  IFRS,  allowing  U.S. 
issuers  to  move  to  IFRS  could  help 
eliminate  the  principal  source  of 
accounting  differences  within  the 
industry  and  potentially  enhance 
comparability  within  the  industry, 
improving  the  ability  of  investors  to 
allocate  capital.  Thus,  if  a  large 
percentage  of  companies  use  IFRS, 
allowing  U.S.  issuers  to  use  IFRS  could 
potentially  benefit  investors  by 
improving  the  comparability  of 
companies  within  the  industry.  If 
investors  prefer  IFRS  and  we  do  allow 
a  switch  to  IFRS,  then  a  U.S.  issuer  may 
experience  an  increased  following  in  the 
marketplace.  In  contrast,  if  an  industry 
consists  primarily  of  companies  using 
other  bases  of  accounting,  particularly 
bases  of  accounting  that  produce  results 
more  comparable  to  U.S.  GAAP  than  to 
IFRS,  allowing  U.S.  issuers  to  move  to 
IFRS  would  not  improve 
comparability — investors  would  still 
need  to  interpret  multiple  bases  of 
accounting  to  perform  within-industry 
comparisons. 

Comparability  within  any  set  of 
accounting  standards  depends  on 
consistent  interpretation  and 
application  across  jurisdictions.  In 
particular,  potential  benefits  of  the 
proposed  rule  relating  to  increased 
within-industry  comparability  across 
jurisdictions  depend  on  the  consistent 
interpretation  and  application  of  IFRS. 
Such  benefits  may  be  limited  to  the 
extent  that,  for  example,  foreign 
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companies  use  local  variations  of  IFRS 
as  issued  by  the  lASB.  Transparent 
disclosure  about  the  nature  and  effect  of 
variations  from  IFRS  as  issued  by  the 
lASB  may  offset  some  of  these 
limitations  to  benefits  in  comparability. 
In  recognition  of  the  benefits  associated 
with  consistent  application  of  IFRS,  the 
proposed  rule  makes  eligibility 
contingent  on  use  of  IFRS  as  issued  by 
the  lASB  by  a  large  number  of 
companies  in  the  industry. 

The  utility  for  investors  of  a  set  of 
accounting  standards  increases  as  the 
number  of  issuers  using  it  increases. 
Investors  reap  a  benefit  from  the 
network  effects  caused  by  numerous 
individual  issuers  each  deciding  to  use 
IFRS.  To  the  extent  an  issuer  switching 
to  IFRS  does  not  internalize  the  full 
benefits  of  any  such  network  effects, 
such  issuer  is  expected  to  be  less  likely 
to  switch  even  if  eligible  to  do  so. 

The  benefits  associated  with  a  set  of 
accounting  standards  are  dependent 
upon  the  quality  of  the  standards, 
including  how  the  standards  are  applied 
in  practice.  Factors  that  could  affect  the 
quality  of  IFRS  are  both  institutional 
with  respect  to  the  lASC  Foundation, 
including  its  governance  and  funding, 
as  well  as  operational  with  respect  to 
the  actual  standard  setting  process  of 
the  lASB.  We  recognize  that  our 
relationship  with  the  lASB  is  currently 
less  direct  than  our  relationship  with 
the  FASB.  Further,  constituents  of  the 
lASB  are  greater  in  number  and  more 
varied  than  the  constituents  of  the 
FASB.  The  result  is  that  our  view — 
based  on  U.S.  constituents — is  one  of 
many  views  that  the  lASB  receives  from 
around  the  world  and  considers  when 
developing  future  standards.  As  the 
lASB  must  prioritize  the  needs  of  its 
various  constituents,  including 
investors,  the  timeliness  in  which 
improvements  or  development  of 
standards  occur  of  particular  relevance 
or  importance  to  our  issuers  and 
markets  could  be  affected. 

The  use  of  IFRS  by  a  limited  number 
of  U.S.  issuers  in  industries  in  which 
IFRS  is  used  more  often  than  any  other 
set  of  .standards  would  provide  some 
empirical  basis  for  evaluating,  among 
other  things,  the  cost  of  converting  to 
IFRS.  Early  adoption  of  IFRS  will 
generate  information  for  regulators, 
including  the  Commission,  to  be  used  in 
further  decision  making.  Using  IFRS 
would  also  give  U.S.  investors  the 
opportunity  to  better  understand  and 
compare  the  financial  reports  of  U.S. 
and  foreign  issuers  if  all  of  their  reports 
are  prepared  in  accordance  with  IFRS. 
This  effect  may  not  be  immediate 
because  it  may  take  time  for  U.S. 
investors  to  become  familiar  with 


working  with  financial  results  reported 
under  IFRS. 

Over  the  longer  term,  if  all  other 
things  are  equal,  the  increased 
worldwide  demand  for  the  securities  of 
U.S.  issuers  using  IFRS  could  make 
their  capital  more  efficiently  priced. 

This  effect  is  contingent  on  the  degree 
to  which  foreign  investors  can  use  IFRS 
more  effectively  than  U.S.  GAAP.  While 
U.S.  GAAP  is  accepted  worldwide, 
foreign  investors  may  become 
increasingly  familiar  with  IFRS  and  may 
be  more  likely  to  make  their  decisions 
to  invest  in  U.S.  issuers  contingent  on 
use  of  IFRS  by  those  issuers.  Currently, 
U.S.  issuers,  using  exclusively  U.S. 
GAAP,  comprise  a  large  portion  of 
worldwide  equity  market  capitalization, 
and  foreign  investors  likely  have  a 
correspondingly  thorough 
understanding  of  U.S.  GAAP.  This 
percentage  may  decrease  as  foreign 
equity  markets  continue  to  develop,  and 
it  may  become  less  advantageous  for 
foreign  investors  to  maintain  this  level 
of  understanding. 

Some  U.S.  issuers  currently  may  use 
IFRS  in  addition  to  U.S.  GAAP.  For 
example,  some  foreign  subsidiaries  of 
U.S.  issuers  may  be  required  to  use 
IFRS.  Under  the  proposed  rules,  any 
such  issuer  who  is  eligible  and  elects  to 
adopt  IFRS  may  need  fewer  resources  to 
prepare  Commission  filings.  Investors 
may  benefit  from  this  to  the  extent  that 
an  issuer  can  realize  cost  savings  from 
having  the  parent  company  and  all  its 
subsidiaries  use  one  basis  of  accounting. 

As  discussed  in  the  2007  Proposing 
Release  and  in  Section  ni.B.4.,  above, 
IFRS  is  not  as  developed  as  current  U.S. 
GAAP  in  certain  areas.  IFRS  also  is  not 
as  prescriptive  as  U.S.  GAAP  in  certain 
areas  and  in  certain  areas  permits  a 
greater  amount  of  allowable  options 
than  currently  in  U.S.  GAAP.’®^  This 
relatively  lesser  amount  of  guidance  and 
greater  optionality  may  increase  issuers’ 
ability  to  account  for  transactions  or 
events  in  accordance  with  their 
underlying  economics  but  may  also 
result  in  the  application  of  greater 
judgment  in  applying  the  standards. 

2.  Expected  Costs 

Under  the  proposed  amendments,  if 
adopted,  the  required  financial 
information  that  investors  in  the  U.S. 
capital  markets  receive  from  any  U.S. 


As  noted  by  CIFiR  in  its  Final  Report: 

From  an  international  perspective,  we  note  that 
IFRS  currently  permits  numerous  alternative 
accounting  policies.  While  we  acknowledge  the 
lASB’s  efforts  in  reducing  some  of  these  alternative 
treatments,  we  nonetheless  believe  the  SEC  should 
encourage  the  lASB  to  [*  *  *  1  seek  to  eliminate 
alternatives  as  part  of  its  standards-setting  projects. 

CIFiR  Final  Report,  at  51. 


issuer  that  avails  itself  of  the  option  to 
use  IFRS  will  differ  from  what  it  was 
previously.  This  may  or  may  not 
represent  a  loss  or  an  increase  of 
information  in  absolute  terms.  Whether 
there  is  an  absolute  loss  or  gain  in 
information  will  depend  upon  whether 
IFRS  financial  statements  yield  more  or 
less  information,  or  higher  or  lower 
quality  information,  about  a  particular 
issuer  than  the  U.S.  GAAP  financial 
statements  yielded.  The  usefulness  of 
any  omitted  U.S.  GAAP  information  or 
any  additional  IFRS  information 
depends  on  the  extent  to  which  the 
investor  used  the  U.S.  GAAP 
information  provided,  if  at  all,  relative 
to  the  extent  to  which  the  investor  will 
use  the  new  IFRS  information,  if  at  all. 

Investors  are  differently  situated  in 
the  market  and  have  varying  levels  of 
familiarity  with  IFRS.  Consequently, 
investors  may  not  all  bear  the  costs  or 
obtain  the  benefits  from  the  proposed 
amendments  equally.  The  extent  to 
which  a  particular  investor  may  use 
IFRS  financial  information  will  depend 
on  many  factors  including  the  size  and 
nature  of  the  investor  and  the  industry 
to  which  the  issuer  in  question  belongs. 

The  proposed  amendments,  if 
adopted,  may  lead  to  some  costs  to  both 
investors  and  U.S.  issuers.  If  the 
investor  community  prefers  the 
information  communicated  by  U.S. 
GAAP,  then  a  U.S.  issuer  that  uses  IFRS 
as  issued  by  the  lASB  to  prepare 
financial  statements  may  face  a  reduced 
following  in  the  marketplace.  Investors 
that  are  not  sufficiently  familiar  with 
IFRS  accounting  standards  may  prefer 
U.S.  GAAP.  In  addition,  unfamiliarity 
with  IFRS  as  issued  by  the  lASB  may 
have  an  adverse  effect  on  investors’ 
confidence  in  the  reported  results.  At  a 
minimum,  for  those  investors  who  seek 
to  understand  accounting  principles, 
they  will  bear  incremental  transitional 
learning  costs  to  become  familiar  with 
IFRS.  While  many  regard  both  U.S. 
GAAP  and  IFRS  as  high-quality  sets  of 
accounting  standards,  the  relative 
quality  of  the  financial  information 
provided  under  each  set  of  standards 
may  differ.  Potential  costs  involved  in 
moving  to  or  remaining  on  a  set  of 
standards  that  provides  relatively  lower 
quality  information  may  include 
reductions  in  liquidity  and  pricing 
efficiency  of  the  issuers’  securities. 
These  effects  are  related  to  changes  in 
information  asymmetry  between 
insiders  and  investors.  Any  potential 
changes  in  information  asymmetry  may 
also  affect  transaction  costs  for  issuers 
in  raising  capital. 

'  Companies  may  choose  to  adopt  IFRS 
only  after  concluding  the  benefits  justify 
the  costs  to  their  investors;  alternatively. 
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because  of  principal-agent  problems 
inherent  in  corporate  governance, 
companies  may  choose  to  adopt  IFRS 
after  concluding  that  benefits  to 
management  exceed  costs  to 
management.  In  either  calculation,  costs 
to  the  company  of  adopting  IFRS  play 
a  key  role  in  the  analysis.  Costs  to  adopt 
IFRS  may  include  those  associated  with 
making  a  submission  to  the  Commission 
staff  in  order  to  obtain  a  no  objection 
letter,  as  described  in  Section  IV.B.; 
costs  to  transition  to  IFRS  reporting, 
including  determining  the  effect  of  first¬ 
time  adoption  under  IFRS  1  and  systems 
changes  to  support  financial  reporting 
in  accordance  with  IFRS;  costs  to 
prepare  the  disclosures  proposed  in 
Section  V.D.3.  upon  initially  reporting 
under  IFRS;  and  potentially  higher  costs 
for  accounting  personnel,  outside 
consultants  and  auditors  who  are 
familiar  with  IFRS.  Additionally,  for 
those  issuers  currently  audited  by  an 
accounting  firm  without  extensive  IFRS 
experience,  incremental  costs  may  be 
incurred  in  order  to  change  to  an  audit 
firm  with  a  sufficient  background  in 
IFRS.  For  the  companies  we  estimate  to 
be  eligible,  based  on  the  data  used  for 
purposes  of  the  Paperwork  Reduction 
Act  we  estimate  the  costs  for  issuers  of 
transitioning  to  IFRS  to  sum  to 
approximately  $32  million  per  company 
and  relate  to  the  first  three  years  of 
filings  on  Form  10-K  under  IFRS.  Total 
estimated  costs  for  the  approximate 
minimum  of  110  issuers  estimated  to  be 
eligible  would  therefore  be 
approximately  $3.5  billion.  We  expect 
that  the  majority  of  these  transition 
costs  would  be  incurred  primarily  in 
preparation  of  filings  for  the  first  year  in 
which  an  issuer  reports  with  the 
Commission. using  IFRS.^®“  These 
estimates  will  continue  to  be  re¬ 
evaluated  during  the  comment  period  as 
more  information  is  known. 

A  further  cost  of  allowing  U.S.  issuers 
to  file  IFRS  financial  statements  is  the 
potential  change  in  the  level  of 
comparability  among  the  reported 
results  of  U.S.  issuers.  This  affects 
investors  to  the  extent  they  are  seeking 
to  compare  only  U.S.  companies  rather 
than  companies  in  the  top  20  by  market 
capitalization  within  a  worldwide 
industry.  If  some  U.S.  issuers  in  an 
industry  in  which  IFRS  is  used  more 
than  any  other  set  of  standards  choose 
to  switch  from  U.S.  GAAP,  comparing 
the  financial  results  of  any  remaining 
U.S.  issuers  to  those  that  have  switched 

Specifically,  we  assume  that  per-year  costs 
decline  by  75%  in  the  second  year  and  by  90%'  in 
the  third  year.  See  Section  VII.,  Paperwork 
Reduction  Act.  Costs  do  not  include  incremental 
reconciliation  requirements  of  Proposal  fl. 


will  be  more  costly  and  less  precise.  In 
eligible  industries,  it  is  likely  that  not 
all  companies  will  convert  to  IFRS 
simultaneously,  if  at  all.  This  may  lead 
to  enhanced  comparability  on  an 
industry-wide  basis,  but  potential 
reductions  in  comparability  for  the 
subset  of  the  industry  represented  by 
U.S.  firms.  In  addition,  if  investors  wish 
to  compare  companies  across  different 
industries — for  example,  they  may  want 
to  compare  companies  sharing  the  same 
inputs,  such  as  energy  or  labor — there 
would  be  either  improvements  or  a 
diminution  in  comparability.  If  one 
industry  is  eligible  to  convert  to  IFRS, 
but  another  is  not,  comparability  may  be 
diminished.  If  IFRS  is  used  more 
frequently  than  any  other  set  of 
accounting  standards  in  the  top  20 
companies  by  market  capitalization  in 
each  industry  to  be  compared  and  if 
U.S.  issuers  choose  to  adopt  IFRS,  on 
the  other  hand,  comparability  may  be 
improved.  In  companies  with  multiple 
business  lines,  switching  to  IFRS  could 
potentially  enhance  the  comparability  of 
some  business  lines,  but  detract  firom 
comparability  of  others.  Any  change  in 
comparability  would  potentially  have 
the  greatest  impact  on  less  sophisticated 
investors.  Because  they  are  less  able  to 
compare  financial  results  across 
different  bases  of  accounting,  changes  in 
comparability  would  disproportionately 
affect  them.  In  all  cases,  the  extent  to 
which  the  comparability  could  be 
affected  would  in  part  depend  on  the 
degree  to  which  companies  across 
jurisdictions  consistently  apply  IFRS  as 
issued  by  the  lASB. 

While  improving  the  comparability  of 
financial  reporting  across  entire 
industries  is  a  benefit  to  investors, 
assuming  the  information  being 
compared  is  not  of  lower  quality  than 
the  information  produced  under  the 
prior  basis  of  financial  reporting,  a 
number  of  considerations  limit  the 
extent  of  that  benefit  in  the  case  of 
international  comparisons,  relative  to 
domestic  comparisons.  There  are 
reporting  differences  betXveen  U.S. 
registrants  and  non-registrants  that  are 
unrelated  to  the  basis  for  accounting. 
These  differences  include  language  used 
in  presenting  financial  statements,  the 
level  of  information  provided  in  non- 
financial  statement  disclosures,  and  the 
extent  of  interim  disclosure. 
Additionally,  other  economic 
differences,  such  as  product  markets 
and  regulatory  structures,  may  exist.  To 
the  extent  these  differences  diminish 
the  value  of  international  comparisons 
for  investors,  the  benefit  of  the  proposed 
amendments  is  correspondingly  limited. 

The  number  of  eligible  U.S.  issuers 
that  elect  to  adopt  IFRS  may  influence 


a  future  decision  by  the  Commission 
regarding  the  ongoing  role  of  IFRS  in  the 
U.S.  capital  markets.  If,  in  the  future,  all 
U.S.  issuers  were  required  to  use  U.S. 
GAAP  in  filings  with  the  Commission, 
those  eligible  issuers  that  had  elected  to 
adopt  IFRS  under  these  proposed  rules 
would  incur  costs  of  switching  back  to 
U.S.  GAAP.  These  costs  could  be 
expected  to  be  less  than  the  estimated 
costs  of  adoption  of  IFRS,  due  to  the 
existing  knowledge  of  U.S.  GAAP  by 
accountants  in  the  United  States  and 
because  issuers  would  have  previous 
U.S.  GAAP  policies  and  reported 
information  available.  However,  if  a 
substantial  number  of  issuers  or 
percentage  of  total  U.S.  market 
capitalization  adopts  IFRS  under  the 
proposed  “early  use”  option,  the  costs 
of  requiring  these  issuers  to  return  to 
U.S.  GAAP  may  be  large  enough  that 
they  may  affect  the  Commission’s 
consideration  of  this  decision,  which 
would  be  a  cost  to  investors. 
Alternatively,  if  the  Commission 
chooses  to  continue  to  allow  both  IFRS 
and  U.S.  GAAP  use  by  U.S.  issuers, 
investors  may  continue  to  face  the  costs 
of  limited  comparability  across  U.S. 
companies,  as  described  above,  in 
perpetuity,  or  at  least  until  convergence 
reduces  differences  between  bases  of 
accounting.  However,  U.S.  investors 
would  continue  to  receive  the  benefit  of 
increased  comparability  between  U.S. 
issuers  reporting  in  IFRS  and  their 
foreign  counterparts  reporting  in  IFRS. 

If  the  Commission  chooses  to  require 
mandatory  IFRS  reporting,  transition 
costs  to  IFRS  could  be  similar,  on  a  per- 
company  basis,  to  transition  costs 
described  in  the  PRA  analysis. 

Another  consideration  if  the 
Commission  were  to  adopt  the 
amendments  as  proposed  is  the  impact 
on  the  continued  improvement  of  IFRS. 
The  Commission’s  intention  is  to 
enhance  the  incentives  for  the 
continued  improvements  to  IFRS  and 
U.S.  GAAP.  We  believe,  moreover,  that 
the  needs  of  the  marketplace  will 
continue  to  support  the  LASB  and  the 
FASB  working  together  on  their  next 
phase  of  joint  work  to  develop  the  best 
international  standards  to  be  used  in  the 
United  States  and  internationally. 
Without  prejudice  as  to  priority,  the 
current  joint  work  program  includes 
topics  such  as  revenue  recognition  and 
financial  statement  presentation.  These 
are  topics  on  which  both  the  lASB  and' 
the  FASB  seek  to  develop  better 
standards  (rather  than  one  standard 
setter  adopting  the  other  standard 
setter’s  existing  U.S.  GAAP  or  IFRS 
standard).  We  believe  that  investors  and 
issuers  seek  comparable  information  in 
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global  capital  markets,  thereby 
providing  an  incentive  for  continued 
improvements  to-U.S.  GAAP  and  IFRS. 

It  is  possible,  though,  that  acceptance  of 
IFRS  for  U.S.  issuers  could  reduce  the 
incentive  to  converge  standards  under 
IFRS  and  U.S.  GAAP. 

This  proposed  rulemaking,  if  adopted, 
may  create  costs  to  investors  in  eligible 
issuers  that  choose  to  continue  to 
prepare  their  financial  statements  under 
U.S.  GAAP.  The  desire  of  potential 
investors  for  comparability  of  financial 
information  may  create  an  incentive  for 
those  that  continue  to  use  U.S.  GAAP, 
where  comparable  companies  have 
adopted  IFRS,  to  provide  additional 
financial  information  prepared  under 
IFRS  as  issued  by  the  lASB  in  addition 
to  U.S.  GAAP  financial  statements.  If 
those  U.S.  issuers  make  this  choice 
voluntarily  to  provide  their  investors 
with  additional  information,  their 
investors  would  bear  additional 
preparation  cost,  while  benefiting,  along 
with  potential  investors  and  regulators, 
from  additional  information  provided. 
U.S.  issuers  currently  compete  for 
capital  with  companies  who  provide 
financial  information  prepared  under 
IFRS.  In  spite  of  this  international 
competition  for  capital,  we  do  not 
believe  it  is  currently  a  widespread 
practice  for  U.S.  issuers  to  provide 
financial  information  under  IFRS, 
perhaps  because  U.S.  GAAP  is  accepted 
by  investors  in  foreign  markets. 

As  discussed  above,  IFRS  is  not  as 
developed  as  current  U.S.  GAAP  in 
certain  areas.  IFRS  also  is  not  as 
prescriptive  as  U.S.  GAAP  in  certain 
areas  and  in  certain  areas  permits  a 
greater  amount  of  allowable  options 
than  currently  in  U.S.  GAAP.^®®  This 
relatively  lesser  amount  of  guidance  and 
greater  optionality  may  reduce 
comparability  of  reported  financial 
information,  as  different  issuers  may 
account  or  provide  disclosure  for 
similar  transactions  or  events  in 
different  ways.  This  increased  level  of 
managerial  choice  could  affect 
comparability  across  companies. 

B.  Proposal  A:  Reconciled  Information 
Pursuant  to  IFRS  1 

Under  Proposal  A,  U.S.  issuers 
adopting  IFRS  would  only  be  required 
to  publish  the  reconciling  information 
required  under  IFRS  1.  This  information 


As  noted  by  ClFiR  in  its  Final  Report: 

From  an  international  perspective,  W'e  note  that 
IFRS  currently  permits  numerous  alternative 
accounting  policies.  While  we  acknowledge  the 
lASB’s  efforts  in  reducing  some  of  these  alternative 
treatments,  we  nonetheless  believe  the  SEC  should 
encourage  the  lASB  to  (*  *  *)  seek  to  eliminate 
alternatives  as  part  of  its  standards-setting  projects. 

CIFiR  Final  Report,  at  51. 


is  a  one-time  disclosure  related  to 
transition  from  a  prior  basis  of 
reporting,  in  this  case  U.S.  GAAP,  to 
IFRS.  This  information  includes,  among 
other  things,  reconciliation  of  the  prior 
year’s  total  comprehensive  income  and 
ending  equity  under  previous  GAAP  to 
IFRS  and  certain  disclosures  to  assist 
users’  understanding  of  the  effect  and 
implications  of  transitioning  to  IFRS. 
Adoption  of  IFRS  as  issued  by  the  lASB 
requires  implementation  of  IFRS  1  and 
therefore  Proposal  A  represents  the 
minimum  reconciliation  disclosure  that 
would  be  required  of  an  eligible  U.S. 
issuer  electing  to  adopt  IFRS  under 
these  proposed  rules.  The  following 
sections  separately  describe  the  benefits 
and  costs  of  these  IFRS  1 -related 
requirements,  relative  to  a  theoretical 
benchmark  in  which  these  requirements 
were  excluded  from  IFRS. 

1.  Expected  Benefits 

The  lASB  noted  in  the  basis  for 
conclusion  discussion  accompanying 
IFRS  1  that  the  required  reconciliations 
and  disclosures  were  necessary  to  help 
users  understand  the  effect  and 
implementation  of  the  transition  to 
IFRS.  Further,  such  information  is 
expected  to  assist  users  in  identifying 
changes  needed  to  their  analytical 
models  to  make  use  of  information 
presented  under  IFRS. 

2.  Expected  Costs 

Both  Proposal  A  and  Proposal  B 
require  an  issuer  that  elects  to  adopt 
IFRS  to  prepare  financial  information 
under  both  IFRS  and  U.S.  GAAP  for  a 
period  of  time.  This  could  be 
accomplished  in  a  number  of  ways, 
including  maintaining  systems  for 
financial  reporting  under  both  IFRS  and 
U.S.  GAAP  contemporaneously  or 
maintaining  such  systems  under  one  set 
of  accounting  standards  and  making 
adjustments  to  determine  the 
appropriate  amounts  and  information 
under  the  other  set  of  accounting 
standards.  Regardless  of  the  approach 
taken,  the  preparation  of  financial 
information  under  two  sets  of 
accounting  standards  would  impose 
costs  on  issuers. 

Due  to  the  requirement  to  present 
financial  statements  that  generally 
include  three  years  of  activity,  the 
application  of  IFRS  1,  as  contemplated 
in  Proposal  A,  would  result  in  certain 
gaps  in  information  provided  to 
investors  about  the  amounts  and  nature 
of  differences  between  previously- 
reported  U.S.  GAAP  information  and 
IFRS  comparative  information  included 
in  an  issuer’s  first  annual  report  under 
IFRS.  Specifically,  a  U.S.  issuci  would 
be  required  under  IFRS  1  to  reconcile 


equity  as  of  the  date  of  transition  to 
IFRS,  which  is  the  first  day  of  the  fiscal 
year  for  the  earliest  period  presented. 
Additionally,  a  U.S.  issuer  would  be 
required  under  IFRS  1  to  reconcile  the ' 
previously  reported  U.S.  GAAP  equity 
to  IFRS  equity  as  of  the  end  of  the 
second  year  presented,  along  with  a 
reconciliation  of  total  comprehensive 
income  for  that  second  fiscal  year. 
However,  no  reconciling  information 
would  be  required  for  the  year-end 
equity  or  total  comprehensive  income 
related  to  the  first  year  presented. 
Further,  under  the  proposed  rules,  an 
issuer  would  present  and  file  with  the 
Commission  on  Form  10-Q  quarterly 
information  under  U.S.  GAAP  during 
the  first  year  of  IFRS  reporting,  but 
would  report  under  IFRS  in  its  annual 
report  on  Form  10-K.  IFRS  1  would  not 
require  reconciling  information  for  the 
year  in  which  IFRS  financial  statements 
are  first  presented. 

As  an  example,  if  a  U.S.  issuer  with 
a  December  31  fiscal  year  end  were  to 
elect  to  report  under  IFRS  beginning 
with  the  year  ending  December  31, 

2012,  the  financial  statements  included 
in  Form  10-K  would  present  IFRS 
financial  statements  for  2010,  2011  and 
2012.^®°  IFRS  1  would  require  a 
reconciliation  of  equity  from  U.S.  GAAP 
to  IFRS  as  of  January  1,  2010.  Further, 
IFRS  1  would  require  a  reconciliation  of 
ending  equity  and  total  comprehensive 
income  for  the  year  ending  December 
31,  2011.  In  this  example,  users  of  the 
financial  statements  who  wish  to 
evaluate  trends  for  the  three  years 
presented  would  not  have  information 
about  the  effects  of  IFRS  adoption  for 
the  year  ending  2010  nor  for  the  year 
ending  December  31,  2012. 

C.  Proposal  B:  Supplemental  U.S.  GAAP 
Information 

Under  Proposal  B,  in  addition  to  the 
reconciling  information  from  U.S. 

GAAP  required  under  IFRS  1,  U.S." 
issuers  adopting  IFRS  would  annually 
disclose  certain  unaudited 
supplemental  U.S.  GAAP  financial 
information  covering  the  period  called 
for  in  our  filings,  generally  three  years, 
including  the  current  year.  The 
following  sections  describe  benefits  and 
costs  of  Proposal  B  as  a  whole, 
combining  the  benefits  and  costs  of 
IFRS  1  disclosures  and  the  benefits  and 
costs  of  the  additional,  continuing 
reconciliation. 


‘®”In  addition,  for  purposes  of  this  example,  the 
Form  10-Q  filed  for  the  first  three  fiscal  quarters  of 
2012  would  contain  U.S.  GAAP  financial 
statements. 
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1.  Expected  Benefits 

Because  IFRS  1  disclosure 
requirements  are  part  of  Proposals  A 
and  B,  the  expected  benefits  of  Proposal 
B  include  the  expected  benefits  of 
Proposal  A.  Specifically,  users  of 
financial  statements  would  be  provided 
the  information  to  help  them 
understand  the  effect  and 
implementation  of  the  transition  to 
IFRS.  Such  disclosure  is  expected  to 
assist  users  in  identifying  changes 
needed  to  analytical  models  applied  to 
issuers’  reported  financial  information. 

Under  the  additional  reconciliation 
requirements  of  Proposal  B,  investors 
benefit  from  the  inclusion  of  a 
continuing  reconciliation  to  U.S.  GAAP 
of  certain  items  in  the  financial 
statements.  Ongoing  reconciliation  to 
U.S.  GAAP  of  certain  items  allows  a 
degree  of  continued  comparability 
between  U.S.  issuers  adopting  IFRS  and 
other  U.S.  issuers  continuing  to  report 
under  U.S.  GAAP,  and  a  degree  of 
comparability  between  current  and  past 
financial  results  of  issuers  electing  to 
adopt  IFRS.  Additionally,  reconciliation 
may  help  to  highlight  differences 
between  U.S.  GAAP  and  IFRS, 
providing  useful  information  for 
regulators  and  for  other  U.S.  issuers 
contemplating  adoption. 

Reconciliation  also  reduces  the  costs 
to  issuers  of  returning  to  U.S.  GAAP, 
should  the  Commission  require  such  an 
action.'*’^  As  previously  described,  such 
costs  could  affect  the  Commission’s 
decision  in  2011,  representing  a  cost  to 
investors:  by  reducing  these  costs, 
reconciliation  creates  a  benefit  for 
investors.  On  the  other  hand,  eligible 
U.S.  issuers  choosing  to  report  in  IFRS 
may  be  able  to  assess  for  themselves  the 
possibility  of  a  return  to  U.S.  GAAP  and 
have  an  incentive  to  take  voluntary 
steps  as  they  see  appropriate  to  enable 
reporting  in  U.S.  GAAP  should  we 
require  them  to  do  so  in  the  future. 

Reductions  in  comparability 
mentioned  above  as  costs  to  investors 
are  substantially  mitigated  by  the 
inclusion  of  a  reconciliation  to  U.S. 
GAAP.  This  effect  is  tempered  by  the 
unaudited  and  selective  nature  of  the 
reconciliation. 

The  benefits  of  the  additional 
reconciliation  requirements  of  Proposal 
B  related  to  comparability  are  mitigated 


Absent  such  future  rulemaking,  the 
Commission  may  decide  to  propose  rules  requiring 
the  use  of  U.S.  GAAP  for  all  U.S.  issuers. 
Alternatively,  an  issuer  may  decide  to  resume 
reporting  under  U.S.  GAAP  only.  In  such  cases, 
associated  costs  would  include  audit  fees  and 
internal  labor  costs  associated  with  obtaining  an 
audit  of  the  U.S.  GAAP  information  for  the  periods 
during  which  the  issuer  was  reporting  with  the 
Commission  under  IFRS. 


by  several  factors.  Not  all  items  in 
financial  statements  are  reconciled; 
investors  seeking  to  compare  details 
between  IFRS  and  U.S.  GAAP  financial 
statements  will  be  less  able  to  do  so, 
even  with  a  reconciliation.  Because  the 
reconciliation  would  not  be  required  to 
be  audited,  information  contained 
therein  would  not  be  subject  to  external 
assurances  by  an  independent  auditor  of 
fair  presentation.  To  the  extent  that 
investors  benefit  from  such  scrutiny, 
they  may  be  affected.  However,  the 
possibility  that  U.S.  GAAP  books  and 
records  will  be  audited  in  the  future, 
upon  any  potential  return  to  reporting 
by  the  issuer  under  U.S.  GAAP,  may 
help  to  diminish  any  such  effect.’®^ 

2.  Expected  Gosts 

Because  IFRS  1  disclosure 
requirements  are  part  of  Proposals  A 
and  B,  the  expected  costs  of  Proposal  B 
include  certain  expected  costs  of 
Proposal  A.  Specifically,  the  costs 
related  to  the  preparation  of  financial 
information  under  both  IFRS  and  U.S. 
GAAP  for  a  period  of  time  would  be 
imposed  under  either  proposal. 

However,  certain  expected  costs  under 
Proposal  A  relate  to  the  ab.sence  of 
certain  reconciliation  disclosures  to 
assist  users  of  financial  information  to 
understand  the  impact  of  reporting 
under  IFRS  rather  than  U.S.  GAAP. 

Thus,  the  expected  costs  under  Proposal 
A  associated  with  providing  users  with 
less  information  would  not  be  imposed 
under  Proposal  B. 

Because  Proposal  B  would  require 
continued  reconciliation  between 
certain  U.S.  GAAP  and  IFRS 
information,  the  expected  costs  of 
preparing  information  under  two  sets  of 
accounting  standards  would  be  greater 
under  Proposal  B.  The  additional 
requirements  of  Proposal  B  to  provide  a 
continuing  reconciliation  of  certain 
items  to  U.S.  GAAP  increase  reporting 
costs  and,  potentially,  record-keeping 
costs  for  issuers,  which  may  be  passed 
through  to  their  investors.  Based  on  the 
data  used  for  purposes  of  the  Paperwork 
Reduction  Act,  we  currently  estimate 
the  costs  at  this  time  to  be 
approximately  $2.7  million  per  adopting 
company  over  three  years,  or  an 
aggregate  of  approximately  $297  million 
over  three  years,  for  the  approximately 
110  issuers  estimated  to  be  the 
approximate  minimum  eligible  under 
the  proposed  amendments. These 


’“Moreover,  if  the  reconciliation  requirement 
addressed  these  matters  and  thus  became  more 
costly,  it  cold  discourage  eligible  issues  from 
switching  to  IFRS. 

'“These  estimated  amounts  are  based  on  an 
estimated  annual  recurring  cost  of  $900,000  per 
eligible  issuer,  over  a  three  year  period  and 


cost  estimates  assume  an  annual, 
recurring  cost  of  $900,000  per  company 
and  reflect  an  assumption  that  issuers 
will  choose  to  keep  two  sets  of  books 
and  records  as  a  result  of  the  proposed 
reconciliation  requirement.*®"*  The 
degree  to  which  ongoing  reconciliation 
imposes  an  incremental  cost  depends  on 
the  manner  in  which  a  company  would 
implement  adoption  in  the  absence  of 
an  ongoing  reconciliation  requirement. 
Under  the  proposed  rule,  companies 
adopting  IFRS  may  keep  two  parallel 
sets  of  books  and  records,  one  in  U.S. 
GAAP  and  one  in  IFRS,  for  a  period  of 
time,  whether  or  not  an  ongoing 
reconciliation  is  required.  Keeping 
parallel  books  and  records  would  help 
a  company  to  ensure  a  smooth  transition 
between  accounting  systems  and  would 
allow  flexibility  to  return  to  U.S.  GAAP 
reporting,  were  such  an  action 
necessary.  If  such  a  practice  is  the  norm, 
we  expect  that  the  costs  of  required 
ongoing  reconciliation  would  be  small, 
as  U.S.  GAAP  results  would  be  readily 
available.  Alternatively,  some 
companies  adopting  IFRS,  in  the 
absence  of  the  requirements  in  Proposal 
B,  may  elect  to  switch  to  IFRS  without 
keeping  two  sets  of  books  and  records. 

If  companies  follow  this  practice,  then 
the  incremental  costs  of  a  required 
ongoing  reconciliation  would  be  larger. 
In  either  case,  some  companies  may 
continue  to  provide  ongoing  U.S.  GAAP 
information  voluntarily,  in  the  absence 
of  a  requirement,  based  on  market 
demand.  Shareholder  efforts  to  require 
consistent  and  high-quality  disclosure 
can  be  considered  a  public  good,  which 
is  expected  to  be  underprovided  in  the 
absence  of  regulation.  Addressing  this 
underprovision  of  monitoring  efforts 
through  disclosure  is  one  of  the  key 
purposes  of  regulatory  disclosure 
requirements.  In  this  case,  the 
incremental  costs  of  required  ongoing 
reconciliation  for  these  companies 
would  be  small.  We  are  aware  of  very 
few  companies  that  publish  financial 
results  in  accordance  with  more  than 
one  set  of  accounting  standards  absent 
a  requirement  to  do  so. 

As  noted,  if  some  U.S.  issuers  elect  to 
adopt  IFRS,  regulators  and  investors 
benefit  from  enhanced  information 
about  the  use  of  IFRS  in  U.S.  markets, 
information  useful  for  investment  &nd 
regulatory  decision  making.  This  benefit 
may  be  mitigated  if,  under  Proposal  B, 
some  companies  would  be  less  likely  to 
adopt  IFRS.  Propo.sal  B  could  have  two 
potential  effects  affecting  likelihood  of 


assuming  that  all  IIU  of  the  approximate  minimum 
estimated  eligible  issuers  would  adopt  IFRS  and  be 
subject  to  the  annual  reconciliation  requirement. 
See  Section  VII.,  Paperwork  Reduction  Act. 
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an  eligible  issuer  adopting  IFRS.  First,  a 
reconciliation  requirement  involves 
some  costs  to  the  issuer,  discussed  in 
the  previous  paragraph;  any  increase  in 
adoption  costs  likely  reduces  issuers’ 
willingness  to  adopt  IFRS.  Second,  as 
discussed  in  the  benefits  section  of 
Proposal  B,  a  reconciliation  reduces  the 
costs  of  requiring  a  return  to  U.S.  GAAP. 
These  lowered  costs  may  result  in 
issuers  believing  that  the  Commission 
will  decide  in  2011  not  to  require  IFRS, 
and  issuers  may  also  then  believe  that 
there  is  a  chance  of  a  required  return  to 
U.S.  GAAP.  This  would  lower  their  net 
benefits  from  early  adoption,  and  they 
may  elect  not  to  adopt  IFRS. 

Request  for  Comment 

67.  Do  you  agree  with  our  assessment 
of  the  costs  and  benefits  as  discussed  in 
this  section?  Are  there  costs  or  benefits 
that  we  have  not  considered?  Are  you 
aware  of  data  and/or  estimation 
techniques  for  attempting  to  quantify 
these  costs  and/or  benefits?  If  so,  what 
are  they  and  how  might  the  information 
be  obtained? 

IX.  Regulatory  Flexibility  Act 
Certification 

*  The  Commission  hereby  certifies 
pursuant  to  5  IJ.S.C.  605(b),  that  the 
amendments  contained  in  this  release,  if 
adopted,  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  The  proposal 
would  amend  those  regulations,  rules 
and  forms  to  allow  eligible  U.S.  issuers 
to  use  as  theif  basis  of  financial 
reporting  IFRS  as  issued  by  the  lASB 
and  to  file  their  financial  statements 
prepared  in  that  manner.  The 
Commission  is  not  proposing  that  filing 
in  this  manner  be  required,  therefore  if 
these  amendments  were  adopted  small 
entities  need  not  take  any  action.  We 
propose  to  exclude  smaller  reporting 
companies  from  the  proposed  definition 
of  “IFRS  issuer”  as  a  limitation  on  the 
number  of  issuers  that  would  be  eligible 
to  file  IFRS  financial  statements  under 
the  proposed  rules.  In  addition,  we 
believe  that  few  small  entities  would 
meet  the  eligibility  test  under  the 
proposed  rules,  which  would  permit  an 
issuer  to  use  IFRS  only  if  it  is  in  the 
largest  20  companies  in  its  industry 
worldwide  as  measured  by  market 
capitalization.  For  these  reasons,  the 
proposed  amendments  should  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 
Additionally,  in  the  event  that  we 
decide  in  2011  to  mandate  the  use  of 
IFRS  for  all  U.S.  issuers,  any  disparate 
impact  on  small  entities  caused  by  the 
proposed  amendments  in  this  release 
would  be  temporary.  We  solicit  written 


comments  regarding  this  certification. 
We  request  that  comment ers  describe 
the  nature  of  any  impact  on  small 
entities  and  provide  empirical  data  to 
support  the  extent  of  the  impact. 

X.  Consideration  of  Impact  on  the 
Economy,  Burden  on  Competition  and 
Promotion  of  Efficiency,  Competition 
and  Capital  Formation 

For  purposes  of  the  Small  Business 
Regulatory  Enforcement  Fairness  Act  of 
1996,  or  “SBREFA,”  we  solicit  data 
to  determine  whether  the  proposals 
constitute  a  “major”  rule.  Under 
SBREFA,  a  rule  is  considered  “major” 
where,  if  adopted,  it  results  or  is  likely 
to  result  in: 

•  An  annual  effect  on  the  economy  of 
$100  million  or  more  (either  in  the  form 
of  an  increase  or  a  decrease); 

•  A  major  increase  in  costs  or  prices 
for  consumers  or  individual  industries; 
or 

•  Significant  adverse  effects  on 
competition,  investment  or  innovation. 

We  request  comment  on  the  potential 
impact  of  the  proposals  on  the  economy 
on  an  annual  basis.  Commenters  are 
requested  to  provide  empirical  data  and 
other  factual  support  for  their  views  if 
possible. 

Section  23(a)(2)  of  the  Exchange 
Act  also  requires  us,  when  adopting 
rules  under  the  Exchange  Act,  to 
consider  the  impact  that  any  new  rule 
would  have  on  competition.  Section 
23(a)(2)  prohibits  us  from  adopting  any 
rule  that  would  impose  a  burden  on 
competition  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Exchange  Act.  In 
addition.  Section  2(b)  of  the 
Securities  Act  and  Section  3(f)  of  the 
Exchange  Act  require  us,  when  engaging 
in  rulemaking  where  we  are  required  to 
consider  or  determine  whether  an  action 
is  necessary  or  appropriate  in  the  public 
interest,  to  also  consider  whether  the 
action  will  promote  efficiency, 
competition,  and  capital  formation. 

The  proposed  amendments  would 
allow  eligible  U.S.  issuers  to  use  IFRS 
rather  than  U.S.  GAAP  to  prepare  their 
financial  statements  in  filings  with  the 
Commission.  This  proposal  is  designed 
to  increase  efficiency,  competition  and 
capital  formation  by  helping  to  move 
towards  the  use  of  a  single  set  of . 
globally  accepted  accounting  standards. 
The  use  of  a  single  set  of  accounting 
standards  could  help  investors  better 
understand  investment  opportunities 
than  the  use  of  differing  sets  of 
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accounting  standards.  In  addition, 
presenting  investors  with  financial 
information  that  varies  substantially 
depending  on  which  set  of  accounting 
standards  is  employed  can  cause 
confusiqn  about  the  actual  financial 
results  of  a  company  and  result  in  a 
correspondingly  adverse  effect  on 
investor  confidence  and  cost  of  capital. 

The  proposals  are  intended  to 
increase  efficiency  by  enabling  investors 
to  better  compare  financial  statements  of 
U.S.  issuers  that  adopt  IFRS  with  those 
of  non-U.S.  issuers  operating  in  the 
same  industry.  Issuers  with  subsidiaries 
that  already  use  IFRS  also  may  be  able 
to  streamline  their  accounting  systems 
and  increase  their  efficiency  if  they 
adopt  IFRS  across  all  of  their  operations. 
We  also  are  aware  that  the  proposed 
amendments  would  permit  some  U.S. 
issuers  to  use  IFRS  financial  statements 
while  other  U.S.  issuers  continue  to  use 
U.S.  GAAP,  thereby  creating  a  dual 
system  of  financial  reporting  that  has 
not  existed  previously  for  U.S.  public 
companies.  This  could  reduce  the 
comparability  among  U.S.  issuers  and 
would  require  investor  familiarity  with 
both  sets  of  accounting  standards, 
which  may  adversely  affect  efficiency. 
However,  we  anticipate  any  such  dual 
system  may  be  transitional  and  not 
permanent. 

The  proposed  amendments  are 
designed  to  promote  competition  by 
enhancing  the  ability  of  eligible  U.S. 
issuers  that  adopt  IFRS  to  compete  with 
non-U.S.  issuers  that  use  IFRS.  The 
proposed  rules  would  not  enhance  the 
competitiveness  of  U.S.  issuers  that 
would  not  be  eligible  to  adopt  IFRS  but 
that  compete  with  issuers  that  do  use 
IFRS. 

The  proposed  amendments  may 
facilitate  capital  formation  for  eligible 
U.S.  issuers  that  adopt  IFRS  by  allowing 
them  greater  access  to  global  capital 
raising  opportunities.  As  more 
jurisdictions  accept  financial  statements 
prepared  in  accordance  with  IFRS  for 
local  regulatory  or  statutory  filing 
purposes,  companies  accessing  global 
capital  markets  would  not  incur  any 
additional  costs  to  translate  financial 
statements  using  different  accounting 
standards  to  IFRS.  However,  U.S. 
issuers  that  would  not  be  eligible  to  use 
IFRS  under  the  proposed  amendments 
may  be  for  a  time  at  a  comparative 
disadvantage  in  this  regard. 

It  is  possible  that  the  amendments 
would  not  confer  comparative 
advantages  on  those  eligible  issuers  who 
transition  to  IFRS  versus  the  companies 
that  continue  using  U.S.  GAAP.  In 
addition,  the  amendments  could  have  a 
negative  impact  on  capital  formation  if 
IFRS  does  not  gain  acceptance  by  U.S. 
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investors.  We  solicit  public  comment 
that  will  assist  us  in  assessing  the 
impact  that  the  proposed  amendments 
could  have  on  competition,  efficiency 
and  capital  formation. 

Request  for  Comment 

68.  We  solicit  comment  on  whether 
the  proposed  rules  would  impose  a 
burden  on  competition  or  whether  they 
would  promote  efficiency,  competition 
and  capital  formation.  For  example, 
would  the  proposals  have  an  adverse 
effect  on  competition  that  is  neither 
necessary  nor  appropriate  in  furtherance 
of  the  purposes  of  the  Exchange  Act? 

69.  Would  the  proposals  create  an 
adverse  competitive  effect  on  U.S. 
issuers  that  are  not  in  a  position  to  rely 
on  the  alternative  or  on  foreign  private 
issuers  that  do  not  report  in  IFRS? 

70.  Would  the  proposed  amendments, 
if  adopted,  promote  efficiency, 
competition  and  capital  formation? 

Commenters  are  requested  to  provide 
empirical  data  and  other  factual  support 
for  their  views  if  possible. 

XI.  Proposed  Amendments  to  the 
Codification  of  Financial  Reporting 
Policies 

We  propose  to  update  the 
“Codification  of  Financial  Reporting 
Policies”  announced  in  Financial 
Reporting  Release  1  (April  15,  1982)  [47 
FR  21028]  as  follows; 

By  adding  at  the  end  of  Section  101, 
under  the  Financial  Reporting  Number 
(FR-XX)  assigned  to  this  release,  the 
text  of  Sections  I  through  III  of  this 
release. 

The  Codification  is  a  separate 
publication  of  the  Commission.  It  will 
not  be  published  in  the  Code  of  Federal 
Regulations  System. 

XII.  Statutory  Basis'  and  Text  of 
Proposed  Amendments 

We  are  proposing  amendments  to 
Rules  1-01, 1-02,  3-10,  4-01,  8-01  and 
Article  13  of  Regulation  S-X;  Items  10, 
101,  301,  504,  1100,  1112, 1114  and 
1115  of  Regulation  S-K  and  Rule  405  of 
Regulation  C  under  the  Securities  Act; 
and  Rule  12b-2  of  Regulation  12B, 
Schedule  13E-3,  Schedule  TO,  Rule 
101(b)  of  Regulation  G  and  Form  8-K 
under  the  Exchange  Act;  pursuant  to 
Sections  6,  7,  10,  and  19  of  the 
Securities  Act,  Sections  3,  12,  13,  15,  23 
and  36  of  the  Exchange  Act ,  and 
Sections  3(c)(2)  and  108(c)  of  the 
Sarbanes  Oxley  Act  of  2002. 

Text  of  Amendments 

List  of  Subjects  in  17  CFR  Parts  210, 
229, 230,  240,  244  and  249 

Reporting  and  recordkeeping 
requirements.  Securities. 


In  accordance  with  the  foregoing. 

Title  1 7,  Chapter  II  of  the  Code  of 
Federal  Regulations  is  proposed  to  be 
amended  as  follows: 

PART  210— FORM  AND  CONTENT  OF 
AND  REQUIREMENTS  FOR  FINANCIAL 
STATEMENTS,  SECURITIES  ACT  OF 
1933,  SECURITIES  EXCHANGE  ACT 
OF  1934,  PUBLIC  UTILITY  HOLDING 
COMPANY  ACT  OF  1935,  INVESTMENT 
COMPANY  ACT  OF  1940,  INVESTMENT 
ADVISORS  ACT  OF  1940,  AND 
ENERGY  POLICY  AND 
CONSERVATION  ACT  OF  1975 

1.  The  authority  citation  for  Part  210 
continues  to  read  as  follows: 

Authority:  15  U.S.C.  77f,  77g,  77h,  77],  77s, 
77Z-2,  77Z-3,  77aa(25),  77aa(26),  78c,  78j-l, 
787,  ^m,  78n,  78o(d),  78q,  78u-5,  78w(a). 
78/7,  78mm,  80a-8,  80a-20,  80a-29,  80a-30, 
80a-31,  80a-37{a),  80b-3,  80b-ll,  7202, and 
7262,  unless  otherwise  noted. 

f 

2.  Section  210.1-01  is  amended  by 
adding  a  sentence  at  the  end  of 
paragraph  (c)  to  read  as  follows: 

§  21 0.1-01  Application  of  Regulation  S-X 
(17  CFR  part  210). 

A  *  ★  *  ★ 

(c)  *  *  *  In  this  regard,  the 
application  of  §  210.4-10  in  Article  13 
of  this  Part  only  applies  to  filings 
pursuant  to  the  federal  securities  laws. 

3.  Section  210.1-02  is  amended  by 

a.  Revising  the  last  sentence  to  the 
“Note  to  paragraph  (w),”  and 

b.  Adding  paragraph  (cc). 

The  revision  and  addition  read  as 
follows: 

§210.1-02  Definitions  of  terms  used  in 
Regulation  S-X  (17  CFR  part  210). 

*  ★  *  ★  * 

(w) *  *  * 

Note  to  paragraph  (w):  *  *  *  An  IFRS 
issuer  or  a  foreign  private  isfsuer  that  files  its 
financial  statements  in  accordance  with 
International  Financial  Reporting  Standards 
(“IFRS”)  as  issued  by  the  International 
Accounting  Standards  Board  (“lASB”)  shall 
make  the  prescribed  tests  using  amounts 
determined  under  IFRS  as  issued  by  the 
lASB. 

A  tftr  4r  A 

(cc)  IFRS  issuer.  The  term  IFRS  issuer 
means  any  issuer,  other  than  a  foreign 
private  issuer  that  files  financial 
statements  pursuant  to  Item  1 7  or  Item 
18  of  Form  20-F  (§  249.220f  of  this 
chapter),  that  meets  the  following 
criteria  and  files  its  financial  statements 
in  accordance  with  IFRS  as  issued  by 
the  lASB  pursuant  to  Rule  4-01  (a)(3) 
and  Article  13  of  Regulation  S-X 
(§§210.4-01  (a)(3)  and  210.13); 

(1)  The  issuer  is  not  an  investment 
company,  an  employee  stock  purchase. 


savings  and  similar  plan,  or  a  smaller 
reporting  company; 

(2)  The  issuer  has  requested  and 
received  a  letter  from  the  staff  of  the 
Commission  expressing  no  objection 
that  the  issuer  is  eligible  to  file  with  the 
Commission  financial  statements 
prepared  in  accordance  with  IFRS  as 
issued  by  the  lASB; 

(3)  The  issuer  makes  its  first  filing 
preparing  its  required  financial 
statements  in  accordance  with  IFRS  as 
issued  by  the  lASB  within  3  years 
following  issuance  of  the  most  recently 
dated  letter  from  the  staff  of  the 
Commission  described  in  paragraph 
(cc)(2)  of  this  section;  and 

(4)  The  issuer’^  incoming  request  to 
the  staff  of  the  Commission  pursuant  to 
paragraph  (cc)(2)  of  this  section  must  be 
sent  to  the  attention  of  the  Division  of 
Corporation  Finance — Office  of  the 
Chief  Accountant  and  demonstrate  the 
following: 

(i)  The  issuer  is  in  an  industry  in 
which  IFRS  as  issued  by  the  lASB  is 
used  as  the  basis  of  financial  reporting 
more  than  any  other  basis  of  financial 
reporting  by  the  20  largest  listed 
companies  worldwide  by  market 
capitalization  within  that  industry;  and 

(ii)  The  issuer  is  one  of  the  20  largest 
listed  companies  worldwide  by  market 
capitalization  within  that  industry  as  of 
a  date  within  180  days  prior  to  the 
request. 

Note  1  to  paragraph  (cc):  An  issuer,  in 
determining  its  industry  and  the  top  20 
largest  listed  companies  worldwide  by 
market  capitalization  within  that  industry, 
must  use  one  of  the  following  classification 
schemes:  The  North  American  Industry 
Classification  System  (NAICS)  codes  at  the 
three-digit  level,  the  Standard  Industrial 
Classification  (SIC)  codes  at  the  two-digit 
level,  or  the  International  Standard  Industrial 
Classification  (ISIC)  codes  at  the  “Division” 
level.  In  the  alternative,  an  issuer  could  use 
a  private  industry  classification  scheme 
provided  that  such  classification  scheme  is 
published  and  is  widely  accepted  as  an 
industry'  classification  scheme,  such  as,  for 
example,  the  Industry  Classification 
Benchmark  (ICB)  at  the  “Sector”  level  or  the 
Global  Industry  Classification  Standard 
(GICS)  at  the  “Industry”  level.  For 
classifications  of  individual  companies,  the 
issuer  must  use  a  single  published  and 
widely  accepted  industry  source.  The 
provider  of  the  classification  scheme  may  be 
the  same  entity  as  the  source  of 
classifications  of  individual  companies. 

Note  2  to  paragraph  (cc):  Market 
capitalization  for  purposes  of  this  section 
means  aggregate  worldwide  market  value  of 
voting  and  non-voting  common  equity. 
Market  capitalization  must  be  determined 
from  a  widely  accepted  source  as  of  the  same 
day  within  180  days  prior  to  the  request. 

Note  3  to  paragraph  (cc):  The  basis  of 
financial  reporting  is  to  be  determined  based 
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on  a  specified  set  of  accounting  principles. 
Companies  in  an  industry  are  considered  to 
report  under  a  specified  set  of  accounting 
principles  if  they  have  published  audited 
financial  statements  under  those  accounting 
principles.  Companies  reporting  under  more 
than  one  set  of  accounting  principles  can  be 
counted  as  using  any  of  those  sets  of 
accounting  principles.  In  determining  its 
eligibility  to  use  IFRS  as  issued  by  the  lASB, 
an  issuer  must  undertake  reasonable  efforts 
to  determine  the  set  of  accounting  standards 
used  by  the  twenty  largest  companies  in  its 
industry  group.  To  the  extent  an  issuer’s 
analysis  includes  companies  whose  financial 
statements  are  prepared  under  a 
jurisdictional  version  of  IFRS  or  as  to  which 
it  is  not  clear  whether  the  financial 
statements  are  prepared  under  IFRS  as  issued 
by  the  lASB,  the  issuer  should  state  that  no 
information  came  to  its  attention  from  the 
content  of  the  financial  statements  of  the 
companies  analyzed  or  otherwise  that  causes 
it  to  believe  that  the  financial  statements  are 
not  in  accordance  with  IFRS  as  issued  by  the 
lASB. 

§210.3-10  [Amended] 

4.  Section  210.3-10,  paragraph 

(g)(2)(ii),  is  amended  by  revising  the 
reference  “(§§210.1-01  through  12-29)’’ 
to  read  “(§§210.1-01  through  210.13- 
03).’’ 

5.  Section  210.4-01  is  amended  by: 

a.  Redesignating  paragraph  (a)(3)  as 
paragraph  (a)(5),  and 

b.  Adding  new  paragraphs  (a)(3), 

(a)(4)  and  (d). 

The  addition  reads  as  follows. 

§  21 0.4-01  Form,  order  and  terminology. 

(a)  *  *  * 

(3)  In  filings  of  IFRS  issuers  defined 
in  §  210.1-02(cc)  financial  statements 
may  be  prepared  according  to 
International  Financial  Reporting 
Standards  (“IFRS”)  as  issued  by  the 
International  Accounting  Standards 
Board  (“lASB”). 

(4)  With  respect  to  financial 
statements  required  by  Rule  3-05,  3-09 
or  3-14  of  Regulation  S-X  (§§  210.3-05, 
210.3-09  or  210.3-14)  in  the  filings  of 
IFRS  issuers  or  foreign  private  issuers, 
the  financial  statements  may  be 
prepared  in  accordance  with  IFRS  as 
issued  by  the  lASB. 

*  *  *  *  *  • 

(d)  Financial  statements  prepared  in 
accordance  with  IFRS  as  issued  by  the 
lASB  are  subject  to  Article  13 
(§§210.13-01  through  210.13-03). 

§210.8-01  [Amended] 

6.  Section  210.8—01,  in  Note  6  to 
§  210.8,  is  amended  by  revising  the 
reference  “Section  210.4-01(a)(3)”  to 
read  “Section  210.4-01(a)(5)”. 

7.  Add  an  undesignated  center 
heading  following  §  210.12-29  and 
§§210.13-01,  210.13-02  and  210.13-03 
to  read  as  follows: 


Article  13 — Use  of  International 
Financial  Reporting  Standards 

Sec. 

210.13- 01  Application  of  Article  13. 

210.13- 02  Application  of  Regulation  .S-X. 

210.13- 03  Application  of  references. 

Article  13 — Use  of  International 
Financial  Reporting  Standards 

§  21 0.1 3-01  Application  of  Article  1 3. 

(a)  This  article  shall  be  applicable  to 
financial  statements  that  are  to  be 
prepared  in  accordance  with 
International  Financial  Reporting 
Standards  (“IFRS”)  as  issued  by  the 
International  Accounting  Standards 
Board  (“lASB”)  filed: 

(1)  By  an  IFRS  issuer  as  defined  in 
§210.1-02(cc); 

(2)  By  a  foreign  private  issuer 
pursuant  to  Item  17  or  Item  18  of  Form 
20-F  (§  249.220f  of  this  chapter):  or 

(3)  Pursuant  to  Rule  3-05,  3-09  or 
3-14  of  Regulation  S-X  (§  210.3-05, 
210.3-09  or  210.3-14),  where 
applicable. 

(b)  With  respect  to  the  financial 
statements  described  in  paragraph  (a)  of 
this  section: 

(1)  Such  financial  statements  must 
contain  an  appropriately  captioned  note 
in  which  the  issuer  unreservedly  and 
explicitly  states  compliance  with  IFRS 
as  issued  by  the  lASB; 

(2)  The  applicable  accountant’s  report 
must  include  an  opinion  on  whether  the 
financial  statements  comply  with  IFRS 
as  issued  by  the  lASB;  and 

(3)  Financial  statements  which  are  not 
prepared  in  accordance  with  IFRS  as 
issued  by  the  lASB  will  be  presumed  to 
be  misleading  or  inaccurate,  despite 
footnote  or  other  disclosures,  unless  the 
Commission  has  otherwise  provided. 

(c)  Transition  provisions  for  IFRS 
issuers.  An  IFRS  issuer  changing  from 
U.S.  GAAP  to  IFRS  as  issued  by  the 
lASB  may  only  begin  reporting  using 
IFRS  as  issued  by  the  lASB  in  an  annual 
report  on  Form  lO-TC  (§  249.310  of  this 
chapter).  Similarly,  an  IFRS  issuer 
changing  from  IFRS  as  issued  by  the 
lASB  to  U.S.  GAAP  may  only  begin 
reporting  using  U.S.  GAAP  in  an  annual 
report  on  Form  10-K. 

§210.13-02  Application  of  Regulation  S-X. 

Unless  a  specific  provision  of 
Regulation  S-X  does  not  otherwise 
apply,  the  provisions  of  Article  1 
through  Article  12  of  Regulation  S-X 
shall  apply  to  financial  statements 
described  in  §  210.13-01(a)  as  follows: 

(a)  Article  1  “Application" of 
Regulation  S-X”  shall  apply; 

(b)  Article  2  “Qualifications  and 
Reports  of  Accountants”  shall  apply; 


(c)  Article  3  “General  Instructions  as 
to  Financial  Statements”  shall  apply, 
except  for: 

(1)  Section  210.3-03  which  need  not 
apply; 

(2)  Section  210.3-04,  which  need  not 
apply: 

(3)  Section  210.3-15(a),  which  shall 
not  apply; 

(4)  Section  210.3-15(b)  and  (c),  which 
need  not  apply;  and 

(5)  Section  210.3-20,  which  shall  not 
apply  to  an  IFRS  issuer. 

(d)  Article  3A  “Consolidated  and 
Combined  Financial  Statements”  need 
not  apply. 

(e)  Article  4  “Rules  of  General 
Application”  shall  apply,  except  for: 

(1)  Section  210.4-07,  which  need  not 
apply: 

(2)  Section  210.4-08,  which  need  not 
apply;  and 

(3)  The  following  paragraphs  of 
§210.4-10: 

(i)  Paragraph  (b)  of  this  section,  which 
need  not  apply;  ' 

(ii)  Paragraph  (c)  of  this  section, 
which  need  not  apply;  and 

(iii)  Paragraph  (d)  of  this  section, 
which  need  not  apply. 

(f)  Article  5  “Commercial  and 
Industrial  Companies”  need  not  apply, 
except  for  §  210.5-04,  which  shall 
apply. 

(g)  Article  6  “Registered  Investment 
Companies”  shall  not  apply. 

(h)  Article  6A  “Employee  Stock 
Purchase,  Savings  and  Similar  Plans” 
shall  not  apply. 

(i)  Article  7  “Insurance  Companies” 
need  not  apply,  except  for  §  210.7-05, 
which  shall  apply. 

(j)  Article  8  “Financial  Statements  of 
Smaller  Reporting  Companies”  shall  not 
apply. 

(k)  Article  9  “Bank  Holding 
Companies”  need  not  apply,  except  for 
§  210.9-06,  which  shall  apply. 

(l)  Article  10  “Interim  Financial 
Statements”  need  not  apply,  except  for 
the  following,  which  shall  apply: 

(1)  Sections  210.10-01(a)(l)  and 
(a)(6); 

(2)  Section  210.10-01(b)(6); 

(3)  Sections  210.10— 01(c)(1)  through 
(c)(3): 

(4)  Section  210.10-01(d):  and 

(5)  Section  210.10-01(e). 

(m)  Article  11  “Pro  Forma  Financial 
Information”  shall  apply. 

(n)  Article  12  “F’orm  and  Content  of 
Schedules”  shall  apply. 

§  21 0.1 3-03  Application  of  references. 

(a)  Unless  otherwise  specifically 
provided,  references  in  Parts  210,  229, 
230,  239,  240  (other  than  §§  240.1  lal- 
h,  240.15c3-lg.  240.17a-5,  240.17g-3, 
240.17h-lT.  and  240.17i-6  of  this 
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chapter)  and  249  to  “generally  accepted 
accounting  principles,”  should  be 
construed  solely  for  purposes  of 
application  of  the  relevant  requirement 
to  mean  IFRS  as  issued  by  the  lASB. 

(b)  Unless  otherwise  specifically 
provided,  in  providing  information  in 
response  to  requirements  in  Parts  210, 
229,  230,  239,  240  and  249  that  refer  to 
specific  pronouncements  of  U.S.  GAAP, 
disclosure  is  to  be  provided  that 
satisfies  the  objective  of  the  relevant 
disclosure  requirements. 

(c)  In  providing  general  caption  data, 
segment  data  or  schedule  information  in 
response  to  Regulation  S-K  item 
requirements  (§§  229.10  through 
229.915  of  this  chapter),  amounts  may 
be  presented  based  on  IFRS  as  issued  by 
the  lASB.  In  providing  schedules 
pursuant  to  §  210.5-04  or  210.7-05,  an 
IFRS  issuer  or  foreign  private  issuer  that 
prepares  financial  statements  in 
accordance  with  IFRS  as  issued  by  the 
lASB  may  present  amounts  based  on 
IFRS  as  issued  by  the  lASB.  Financial 
information  presented  pursuant  to 

§  210-9.06  may  be  presented  as  a 
separate  audited  schedule  and  may  use 
amounts  based  on  IFRS  as  issued  by  the 
lASB. 

(d)  An  issuer  or  entity  that  is  required 
to  provide  disclosure  under  FASB 
Statement  of  Accounting  Standards  No. 
69,  “Disclosure  about  Oil  and  Gas 
Producing  Activities,”  shall  do  so 
regardless  of  whether  its  financial 
statements  are  prepared  in  accordance 
with  IFRS  as  issued  by  the  lASB. 

PART  229— STANDARD 
INSTRUCTIONS  FOR  FILING  FORMS 
UNDER  SECURITIES  ACT  OF  1933, 
SECURITIES  EXCHANGE  ACT  OF  1934 
AND  ENERGY  POLICY  AND 
CONSERVATION  ACT  OF  1975— 
REGULATION  S-K 

8.  The  authority  citation  for  part  229 
continues  to  read  in  part  as  follows: 

Authority:  15  U.S.C.  77e,  77f,  77g,  77h,  77], 
77k,  77s,  77Z-2,  77z-3,  77aa(25),  77aa(26), 
77ddd,  77eee,  77ggg,  77hhh,  777iii,  77jjj, 
77nnn,  77sss,  78c,  78i,  78),  78/,  78m,  78n, 
78o,  78u-5,  78w,  78//,  78mm,  80a— 8,  80a— 9, 
80a-20,  80a-29,  80a-30,  80a-31(c),  80a-37, 
80a-38(a),  80a-39,  80b-ll,  and  7201  et  seq.; 
and  18  U.S.C.  1350,  unless  otherwise  noted. 

ik  1c  Ic  is  ic 

9.  Section  229.10  is  amended  by 
revising  paragraphs  (e)(3)(i)  and  (ii)  co 
read  as  follows: 

§229.10  (Item  10)  General. 
***** 

(e)  *  *  * 

(3)  *  *  * 

(i)  In  the  case  of  foreign  private 
issuers  or  IFRS  issuers  whose  primary 
financial  statements  are  prepared  in 


accordance  with  non-U.S.  generally 
accepted  accounting  principles,  GAAP 
refers  to  the  principles  under  which 
those  primary  financial  statements  are 
prepared;  and 

(ii)  In  the  case  of  foreign  private 
issuers  or  IFRS  issuers  that  include  a 
non-GAAP  financial  measure  derived 
from  a  measure  calculated  in 
accordance  with  U.S.  generally  accepted 
accounting  principles,  GAAP  refers  to 
U.S.  generally  accepted  accounting 
principles  for  purposes  of  the 
application  of  the  requirements  of  this 
paragraph  (e)  to  the  disclosure  of  that 
measure. 

****** 

10.  Section  229.101  is  amended  by 
adding  paragraphs  (i)  and  (j)  before  the 
Instructions  to  Item  101  to  read  as 
follows: 

§  229.1 01  (Item  1 01 )  Description  of 
business. 

***** 

(i)  Change  in  comprehensive  set  of 
accounting  principles.  An  issuer  that 
has  elected  to  change  the 
comprehensive  set  of  accounting 
principles  used  in  preparing  its  primary 
financial  statements  to  International 
Financial  Reporting  Standards  \ 

(“IFRS”)  as  issued  by  the  International 
Accounting  Standards  Board  (“lASB”), 
or  to  U.S.  GAAP  from  IFRS  as  issued  by 
the  lASB,  for  purposes  of  its  filings  with 
the  Gommission  shall  prominently 
disclose  the  following  in  its  first  annual 
report  on  Form  10-K  (§  249.310  of  this 
chapter)  that  contains  financial 
statements  prepared  using  such 
comprehensive  set  of  accounting 
principles: 

(1)  The  new  comprehensive  set  of 
accounting  principles  used  to  prepare 
the  financial  statements; 

(2)  The  reasons  for  which  the  issuer 
elected  to  make  the  change; 

(3)  The  corporate  governance 
processes  followed  in  electing  to  make 
the  change,  including,  for  example, 
whether  a  shareholder  vote  was  held 
and  the  extent  to  which  the  issuer’s 
board  of  directors  and  audit  committee 
considered  the  matter;  and 

(4)  With  respect  to  an  election  to  IFRS 
as  issued  by  the  lASB,  the  date  the 
issuer  made  its  request  to  the  staff  of  the 
Commission  demonstrating  that  the 
issuer  met  the  criteria  in  Rule  l-02(cc) 
of  Regulation  S-X  (§210.1-02(cc)  of  this 
chapter)  for  being  an  “IFRS  issuer,”  and 
the  date  the  staff  of  the  Commission 
issued  its  letter  of  no  objection  to  such 
request. 

(j)  Supplemental  U.S.  GAAP 
information.  An  issuer  that  prepares  its 
primary  financial  statements  included 
in  an  annual  report  on  Form  10-K 


(§  249.310  of  this  chapter)  in  accordance 
with  IFRS  as  issued  by  the  lASB, 
pursuant  to  Article  13  of  Regulation 
S-X  (§§  210.13-01  through  210.13-03  of 
this  chapter)  shall  provide  in  the  annual 
report  a  reconciliation  of  financial 
information  ft'om  IFRS  as  issued  by  the 
lASB  to  U.S.  generally  accepted 
accounting  principles.  The 
reconciliation  shall  give  sufficient 
details  to  enable  users  to  understand  the 
material  adjustments  to  the  primary 
financial  statements  presented  in 
accordance  with  IFRS  as  issued  by  the 
lASB  that  would  be  necessary  were  the 
primary  financial  statements  presented 
in  accordance  with  U.S.  generally 
accepted  accounting  principles. 
***** 

11.  Section  229.301  is  amended 
adding  Instruction  8  to  the  Instructions 
to  Item  301  to  read  as  follows; 

§  229.301  (Item  301 )  Selected  financial 
data. 

***** 

Instructions  to  Item  301:  - 

it  Is  it  ic  * 

8.  IFRS  issuers  shall  present  the 
selected  financial  data*  on  the  basis  of 
IFRS  as  issued  by  the  lASB.  An  IFRS 
issuer  that  prepares  its  primary  financial 
statements  in  accordance  with  IFRS  as 
issued  by  the  lASB  for  the  first  time  may 
provide  selected  financial  data  based  on 
IFRS  as  issued  by  the  lASB  for  the  three 
most  recent  years. 

§229.504  [Amended] 

12.  Instruction  6  to  §  229.504  is 
amended  by  revising  the  reference  “(17 
CFR  210.1-01  through  210.12-29)”  to 
read  “(17  CFR  210.1-01  through 
210.13-03)”. 

13.  Section  229.1100(c)(2)(ii)(F), 

§  229.1112(b)(2),  first  sentence,  §  229. 
1114(b)(2)(ii),  first  sentence,  and 
§  229.1115(b)(2),  first  sentence,  are 
amended  by  revising  the  reference 
“(§§210.1-01  through  210.12-29  of  this 
chapter)”  to  read  “(§§  210.1-01  through 
210.13.03  of  this  chapter)”. 

PART  230— GENERAL  RULES  AND 
REGULATIONS,  SECURITIES  ACT  OF 
1933 

14.  The  authority  citation  for  Part  230 
continues  to  read  in  part  as  follows: 

Authority:  15  U.S.C.  77b,  77c,  77d,  77f, 

77g,  77h,  77j,  77r,  77s,  77z-3,  77sss,  78c,  78d, 
78j,  78/,  78m,  78n,  78o,  78t,  78w,  78//(d), 
78mm,  80a-8,  80a-24,  80a-28,  80a-29,  80a- 
30,  and  80a-37,  unless  otherwise  noted. 
***** 

15.  Amend  §  230.405  to  add  the 
definition  of  “IFRS  issuer”  in 
alphabetical  order  to  read  as  follows. 
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§  230.405  Definition  of  terms. 
***** 

IFRS  issuer.  The  term  IFRS  issuer 
means  any  issuer  that  meets  the 
definition  of  “IFRS  issuer”  contained  in 
Rule  1-02  of  Regulation  S-X  (§210.1-02 
of  this  chapter). 

***** 

PART  240— GENERAL  RULES  AND 
REGULATIONS,  SECURITIES 
EXCHANGE  ACT  OF  1934 

16.  The  authority  citation  for  Part  240 
continues  to  read  in  part  as  follows: 

Authority:  15  U.S.C.  77c.  77d,  77g,  77j, 

77s,  77z-2,  77z-3,  77eee,  77ggg,  77nnn, 

77SSS,  77ttt,  78c,  78d,  78e,  78f.  78g,  78i,  78j, 
78j-l,  78k,  78k-l,  78/,  78m,  78n,  78o,  78p, 
78q,  78s,  78U-5,  78w,  78x,  78//,  78mm,  80a- 
20, 80a-23,  80a-29,  80a-37,  80b-3,  80b-^, 
80b-ll,  and  7201  et  seq.;  and  18  U.S.C.  1350, 
unless  otherwise  noted. 
***** 

17.  Amend  §  240.12b-2  to  add  the 
definition  “IFRS  issuer”  in  alphabetical 
order  to  read  as  follows: 

§  240.1 2b-2  Definitions. 
***** 

IFRS  issuer.  The  term  IFRS  issuer 
means  any  issuer  that  meets  the 
definition  of  “IFRS  issuer”  contained  in 
Rule  1-02  of  Regulation  S-X  (§210.1-02 
of  this  chapter). 

***** 

18.  Amend  §  240.13e-100,  Instructions 
to  Item  13,  by  revising  the  last  sentence 
of  Instruction  1  and  revising  Instruction 
2  to  read  as  follows: 

§240.136-100  Schedule  13E-3, 

Transaction  statement  under  section  13(e) 
of  the  Securities  Exchange  Act  of  1934  and 
Rule  13e-3  (§  240.1 3e-3)  thereunder. 
***** 

Instructions  to  Item  13: 

1  *  *  *  If  the  summarized  financial 
information  is  prepared  on  the  basis  of 
a  comprehensive  body  of  accounting 
principles  other  than  either  U.S.  GAAP, 
or  International  Financial  Reporting 
Standards  (“IFRS”)  as  issued  by  the 
International  Accounting  Standards 
Board  (“lASB”)  if  filed  by  a  foreign 
private  issuer  or  an  IFRS  issuer  as 
defined  in  Rule  l-02(cc)  of  Regulation 
S-X  (§  210.1-02(cc)  of  this  chapter),  the 
summarized  financial  information  must 
be  accompanied  by  a  reconciliation  as 
described  in  Instruction  2  of  this  Item. 

2.  If  the  financial  statements  required 
by  this  Item  are  prepared  on  the  basis 
of  a  comprehensive  body  of  accounting 
principles  other  than  U.S.  GAAP,  or 
IFRS  as  issued  by  the  lASB  if  filed  by 
a  foreign  private  issuer  or  an  IFRS 
issuer,  provide  a  reconciliation  to  U.S. 


GAAP  in  accordance  with  Item  17  of 
Form  20-F  (§  249.220f  of  this  chapter). 
***** 

19.  Amend  §240.14d-100. 

Instructions  to  Item  10,  by  revising  the 
last  sentence  of  Instruction  6  and 
revising  Instruction  8  to  read  as  follows: 

§  240.1 4d-1 00  Schedule  TO.  Tender  offer  ' 
statement  under  section  14(d)(1)  or  13(e)(1) 
of  the  Securities  Exchange  Act  of  1934. 
***** 

Instructions  to  Item  1 0: 
***** 

6.  *  *  *  If  the  summarized  financial 
information  is  prepared  on  the  basis  of 
a  comprehensive  body  of  accounting 
principles  other  than  either  U.S.  GAAP, 
or  International  Financial  Reporting 
Standards  (“IFRS”)  as  issued  by  the 
International  Accounting  Standards 
Board  (“lASB”)  if  filed  by  a  foreign 
private  issuer  or  an  IFRS  issuer  as 
defined  in  Rule  l-02(cc)  of  Regulation 
S-X  (§  210.1-02(cc)  of  this  chapter),  the 
summarized  financial  information  must 
be  accompanied  by  a  reconciliation  as 
described  in  Instruction  8  of  this  Item. 
****** 

8.  If  the  financial  statements  required 
by  this  Item  are  prepared  on  the  basis 
of  a  comprehensive  body  of  accounting 
principles  other  than  either  U.S.  GAAP, 
or  IFRS  as  issued  by  the  lASB  if  filed 
by  a  foreign  private  issuer  or  an  IFRS 
issuer,  provide  a  reconciliation  to  U.S. 
GAAP  in  accordance  with  Item  1 7  of 
Form  20-F  (§  249.220f  of  this  chapter), 
unless  a  reconciliation  is  unavailable  or 
not  obtainable  without  unreasonable 
cost  or  expense.  At  a  minimum, 
however,  when  financial  statements  are 
prepared  on  a  basis  other  than  U.S. 
GAAP,  or  IFRS  as  issued  by  the  lASB  if 
filed  by  a  foreign  private  issuer  or  an 
IFRS  issuer,  a  narrative  description  of 
all  material  variations  in  accounting 
principles,  practices  and  methods  used 
in  preparing  the  non-U. S.  GAAP 
financial  statements  from  those 
accepted  in  the  U.S.  must  be  presented. 
***** 

PART  244— REGULATION  G 

20.  The  authority  citation  for  part  244 
continues  to  read  as  follows: 

Authority:  15  U.S.C.  7261,  78c,  78i,  78j, 
78m,  78o,  78w,  78mm,  and  80a-29. 

21.  Amend  §  244.101  by  revising 
paragraphs  (b)(.l)  and  (b)(2)  to  read  as 
follows: 

§244.101  Definitions. 
***** 

(b)  *  *  * 

(1)  In  the  case  of  foreign  private 
issuers  or  IFRS  issuers  whose  primary 


financial  statements  are  prepared  in 
accordance  with  non-U.S.  generally 
accepted  accounting  principles,  GAAP 
refers  to  the  principles  under  which 
those  primary  financial  statements  are 
prepared;  and 

(2)  In  the  case  of  foreign  private 
issuers  or  IFRS  issuers  that  include  a 
non-GAAP  financial  measure  derived 
from'a  measure  calculated  in 
accordance  with  U.S.  generally  accepted 
accounting  principles,  GAAP  refers  to 
U.S.  generally  accepted  accounting 
principles  for  purposes  of  the 
application  of  the  requirements  of 
Regulation  G  to  the  disclosure  of  that 
measure. 

***** 

,  PART  249— FORMS,  SECURITIES 
EXCHANGE  ACT  OF  1934 

22.  The  authority  citation  for  part  249 
continues  to  read  in  part  as  follows: 

Authority:  15  U.S.C.  78a  et  seq.,  and  7201 
et  seq.:  and  18  U.S.C.  1350,  unless  otherwise 
noted. 

***** 

23.  Amend  Form  8-K  (referenced  in 
§  249.308)  as  follows: 

a.  In  Item  2.04,  add  a  sentence  at  the 
end  of  Instruction  4; 

b.  In  Item  2.05,  add  an  Instruction 
following  paragraph  (d);  and 

c.  In  Item  4.02,  add  an  Instruction 
following  paragraph  (c)(3). 

The  additions  and  revisions  read  as 
follows. 

Note:  The  text  of  Form  8-K  does  not  and 
this  amendment  will  not  appear  in  the  Code 
of  Federal  Regulations. 

FORM  8-K 

***** 

Item  2.04  Triggering  Events  That 
Accelerate  or  Increase  a  Direct  Financial 
Obligation  or  an  Obligation  Under  an  Off- 
Balance  Sheet  Arrangement. 
***** 

Instructions. 

***** 

4.  *  *  *  When  providing  disclosure 
in  response  to  provisions  of  this  Item 
that  refer  to  SFAS  No.  5,  an  IFRS  issuer 
should  refer  instead  to  IAS  37 
“Provisions,  Contingent  Liabilities  and 
Contingent  Assets,”  as  may  be  modified, 
supplemented  or  succeeded. 

*  *  *  *  *  . 

Item  2.05  Costs  Associated  with  Exit  or 
Disposal  Activities. 
***** 

(d)  *  *  * 

Instruction. 

When  providing  disclosure  in 
response  to  provisions  of  this  Item  that 
refer  to  SFAS  No.  146,  an  IFRS  issuer 
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should  refer  instead  to  IFRS  5  “Non- 
current  Assets  Held  for  Sale  and 
Discontinued  Operations,”  as  may  be 
modified,  supplemented  or  succeeded. 


(3)  *  *  * 
Instruction. 


may  be  modified,  supplemented  or 
succeeded. 


Item  4.02  Non-Reliance  on  Previously 
Issued  Financial  Statements  or  a  Related 
Audit  Report  or  Completed  Interim  Review. 


When  providing  disclosure  in 
response  to  provisions  of  this  Item  that 
refer  to  Accounting  Principles  Board 
Opinion  No.  20,  as  may  be  modified, 
supplemented  or  succeeded,  an  IFRS 
issuer  should  refer  instead  to  IAS  8 
“Accounting  Policies,  Changes  in 
Accounting  Estimates  and  Errors,”  as 


By  the  Commission. 

Dated:  November  14,  2008. 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27559  Filed  11-20-08;  8:45  am] 
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REMINDERS 

The  items  in  this  list  were 
editorially  compiled  as  an  aid 
to  Federal  Register  users. 
Inclusion  or  exclusion  from 
this  list  has  no  legal 
significance. 


RULES  GOING  INTO 
EFFECT  NOVEMBER  21, 
2008 


AGRICULTURE 
DEPARTMENT 
Agricultural  Marketing 
Service 

United  States  Standards  for 
Grades  of  Potatoes; 
published  11-21-08 
COMMERCE  DEPARTMENT 
International  Trade 
Administration 
Changes  in  the  Insular 
Possessions  Watch,  Watch 
Movement  and  Jewelry 
Programs  (2008);  published 
10-22-08  . 

ENERGY  DEPARTMENT 
Federal  Energy  Regulatory 
Commission 
Ex  Parte  Contacts  and 
Separation  of  Functions; 
published  10-22-08  - 
ENVIRONMENTAL 
PROTECTION  AGENCY 
Approval  and  Promulgation  of 
Air  Quality  Implementation 
Plans; 

Commonwealth  of 
Pennsylvania;  Reasonably 
Available  Control 
Technology  Requirements 
for  Volatile  Organic 
Compounds  and  Nitrogen 
Oxides;  published  10-22- 
08 

Approvals  and  Promulgations 
of  Air  Quality 
Implementation  Plans: 
Virginia;  Major  New  Source 
Review  for  Nonattainment 
Areas;  published  10-22-08 
Virginia;  Virginia  Major  New 
Source  Review, 

Prevention  of  Significant 
Deterioration  (PSD); 
published  10-22-08 
Completeness  Findings  for 
Section  110(a)  State 
Implementation  Plans,  etc.; 
published  10-22-08 
Extension  of  Cross-Media 
Electronic  Reporting  Rule 
Deadline  for  Authorized 
Programs;  Withdrawal; 
published  11-21-08 
Outer  Continental  Shelf  Air 
Regulations; 

Consistency  Update  for 
California;  published  10- 
22-08 


HEALTH  AND  HUMAN 
SERVICES  DEPARTMENT 
Centers  for  Medicare  & 
Medicaid  Services 
Medicare  Program; 

Revisions  to  the  Medicare 
Advantage  and 
Prescription  Drug  Benefit 
Programs;  Correcting 
Amendment;  published 
11-21-08 

HEALTH  AND  HUMAN 
SERVICES  DEPARTMENT 

Patient  Safety  and  Quality 
Improvement;  published  11- 
21-08 

NATIONAL  CREDIT  UNION 
ADMINISTRATION 

Incidental  Powers;  published 
10-22-08 


RULES  GOING  INTO 
EFFECT  NOVEMBER  23, 
2008 


POSTAL  SERVICE 

Domestic  Mail  Manual; 
First-class  mail  and 
standard  mail;  new 
address, quality  standards; 
published  9-28-07 


RULES  GOING  INTO 
EFFECT  NOVEMBER  24, 
2008 


AGRICULTURE 
DEPARTMENT 
Animal  and  Plant  Health 
Inspection  Service 
Special  Need  Requests  Under 
the  Plant  Protection  Act; 
published  10-23-08 
ENVIRONMENTAL 
PROTECTION  AGENCY 
Approval  and  Promulgation  of 
Air  Quality  Implementation 
Plans; 

Texas;  Low-Emission  Diesel 
Fuel  Program;  published 
10-24-08 

FEDERAL 

COMMUNICATIONS 

COMMISSION 

Radio  Broadcasting  Service: 
Butte  Falls  and  Netarts,  OR; 

published  10-24-08 
Elko,  NV;  published  10-24- 
08 

Tecopa,  CA;  published  10- 
24-08 

Radio  Broadcasting  Services: 
Antlers,  OK;  Hico,  TX,  and 
Hugo,  OK;  published  10- 
28-08 

Waldport,  Dallas;  published 
10-27-08 

HOUSING  AND  URBAN 

DEVELOPMENT 

DEPARTMENT 

Design  and  Construction 
Requirements,  Compliance 


with  ANSI  A117.1 
Standards;  published  10-24- 
08 

TRANSPORTATION 
DEPARTMENT 
Federal  Aviation 
Administration 

Ainvorthiness  Standards: 
Aircraft  Engine  Standards 
for  Pressurized  Engine 
Static  Parts;  published  9- 
25-08 

TRANSPORTATION 
DEPARTMENT 
Federal  Highway 
Administration 
Projects  of  National  and 
Regional  Significance 
Evaluation  and  Rating; 
published  10-24-08 
Right-of-way  and  environment: 
Worker  visibility;  published 
11-24-06 

Worker  Visibility;  published  11- 
21-08 


COMMENTS  DUE  NEXT 
WEEK 


AGRICULTURE 
DEPARTMENT 
Animal  and  Plant  Health 
Inspection  Service 
Agency  Information  Collection 
Activities;  Proposals, 
Submissions,  and  Approvals; 
Importation  of  Small  Lots  of 
Seed;  comments  due  by 
11-28-08;  published  9-29- 
08  [FR  E8-22835] 

Johne’s  Disease  in 
Domestic  Animals; 
Interstate  Movement; 
comments  due  by  11-28- 
08;  published  9-29-08  [FR 
E8-22834] 

National  Animal  Health 
Monitoring  System;  Goat 
2009  Study;  comments 
due  by  11-28-08; 
published  9-29-08  [FR  E8- 
22827] 

Importation  of  Ash  Plants; 
comments  due  by  11-24-08; 
published  9-23-08  [FR  E8- 
22194] 

Importation,  Interstate 
Movement,  and  Release  into 
the  Environment  of  Certain 
Genetically  Engineered 
Qrganisms;  comments  due 
by  11-24-08;  published  10- 
9-08  [FR  E8-23584] 
AGRICULTURE 
DEPARTMENT 
Rural  Utilities  Service 
Standards  and  Specifications 
for  Timber  Products 
Acceptable  for  Use  by  Rural 
Development  Utilities 


Programs’  Electric  and 
T  elecommunications 
Borrowers;  comments  due 
by  11-28-08;  published  9- 
29-08  [FR  E8-21798] 
COMMERCE  DEPARTMENT 
National  Oceanic  and 
Atmospheric  Administration 
Atlantic  Highly  Migratory 
Species;  Atlantic 
Commercial  Shark 
Management  Measures; 
comments  due  by  11-26-08; 
published  10-27-08  [FR  E8- 
25557] 

DEFENSE  DEPARTMENT 
Defense  Acquisition 
Regulations  System 

Defense  Federal  Acquisition 
Regulation  Supplement; 
Government  Property 
(DFARS  Case  2007-D020); 
comments  due  by  11-24-08; 
published  9-24-08  [FR  E8- 
22419] 

ENERGY  DEPARTMENT 
Federal  Energy  Regulatory 
Commission 

Version  Two  Facilities  Design, 
Connections  and 
Maintenance  Reliability 
Standards;  comments  due 
by  11-24-08;  published  10- 
23-08  [FR  E8-25051] 
ENVIRONMENTAL 
PROTECTION  AGENCY 
Aldicarb,  Ametryn,  2,4-DB, 
Dicamba,  Dimethipin, 
Disulfoton,  Diuron,  et  al.; 
Tolerance  Actions; 
comments  due  by  11-24-08; 
published  9-24-08  [FR  E8- 
22078] 

Approval  and  Promulgation  of 
Air  Quality  Implementation 
Plans: 

Illinois;  comments  due  by 
11-28-08;  published  10- 
29-08  [FR  E8-25659] 
Virginia;  Movement  of 
Richmond  and  Hampton 
Roads  8-Hour  Qzone 
Areas  from  the 
Nonattainment  Area  List 
to  the  Maintenance  Area 
List;  comments  due  by 
11-28-08;  published  10- 
29-08  [FR  E8-25671] 
West  Virginia;  Ambient  Air 
Quality  Standards; 
comments  due  by  11-28- 
08;  published  10-28-08 
[FR  E8-25655] 

Approvals  and  Promulgations 
of  Implementation  Plans: 
State  of  California;  2003 
State  Strategy  and  2003 
South  Coast  Plan  for 
One-Hour  Ozone  and 
Nitrogen  Dioxide; 
comments  due  by  11-24- 
08;  published  10-24-08 
[FR  E8-25468] 
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Environmental  Statements; 
Notice  of  Intent: 

Coastal  Nonpoint  Pollution 
Control  Programs:  States 
and  Territories — 

Florida  and  South 
Carolina;  Open  for 
comments  until  further 
notice;  published  2-11- 
08  [FR  08-00596] 

Federal  Requirements  Under 
the  Underground  Injection 
Control  (UlC)  Program: 
Carbon  Dioxide  (C02) 
Geologic  Sequestration 
(GS)  Wells;  comments 
due  by  11-24-08; 
published  7-25-08  [FR  E8- 
16626] 

National  Emission  Standards 
for  Hazardous  Air  Pollutant 
Emissions: 

Group  I  Polymers  and 
Resins  (Epichlorohydrin 
Elastomers  Production, 
HypalonTM  Production, 
Nitrile  Butadiene  Rubber 
Production,  etc.); 
comments  due  by  11-24- 
08;  published  10-10-08 
[FR  E8-23373] 

New  Mexico;  Incorporation  by 
Reference  of  Approved 
State  Hazardous  Waste 
Management  Program; 
comments  due  by  11-28-08; 
published  10-28-08  [FR  E8- 
25533] 

New  Mexico;  Incorporation  by 
Reference  of  State 
Hazardous  Waste 
Management  Program; 
comments  due  by  11-28-08; 
published  10-28-08  [FR  E8- 
25535] 

Pesticide  Tolerances: 

Cyfluthrin;  comments  due  by 
11-24-08;  published  9-24- 
08  [FR  E8-22477] 
Pendimethalin;  comments 
due  by  11-24-08; 
published  9-24-08  [FR  E8- 
22434] 

Registration  Review; 
Azadirachtin  Docket  Opened 
for  Review  and  Comment; 
comments  due  by  11-24-08; 
published  9-24-08  [FR  E8- 
22387] 

Regulating  Greenhouse  Gas 
Emissions  Under  the  Clean 
Air  Act;  comments  due  by 
11-28-08;  published  7-30-08 
[FR  E8-16432] 

Revisions  to  the  California 
State  Implementation  Plan: 
San  Diego  Air  Pollution 
Control  District:  comments 
due  by  11-24-08; 
published  10-24-08  [FR 
E8-25310] 

San  Diego  County  Air 
Pollution  Control  District; 


comments  due  by  11-24- 
08;  published  10-24-08 
[FR  E8-25311] 

Texas: 

Final  Authorization  of 
Initiated  Changes  and 
Incorporation  by 
Reference  of  Hazardous 
Waste  Management 
Program:  comments  due 
by  11-28-08;  published 

10- 29-08  [FR  E8-25589] 
Final  Authorization  of  State- 

initiated  Changes  and 
Incorporation  by 
Reference  of  State 
Hazardous  Waste 
Management  Program; 
comments  due  by  11-28- 
08;  published  10-29-08 
[FR  E8-25587] 

FEDERAL 
COMMUNICATIONS 
COMMISSION 
Television  Broadcasting 
Services: 

Fort  Wayne,  IN;  comments 
due  by  11-28-08; 
published  10-28-08  [FR 
E8-25724] 

Superior,  NE;  comments 
due  by  11-28-08; 
published  10-28-08  [FR 
E8-25725] 

Universal  Service  Contribution 
Methodology,  etc.; 
comments  due  by  11-26-08; 
published  11-12-08  [FR  E8- 
26849] 

FEDERAL  DEPOSIT 
INSURANCE  CORPORATION 

Agency  Information  Collection 
Activities;  Proposals, 
Submissions,  and  Approvals; 
comments  due  by  11-24-08; 
published  9-23-08  [FR  E8- 
22258] 

Financial  Education  Programs 
That  Include  the  Provision 
of  Bank  Products  and 
Services;  Limited 
Opportunity  to  Resubmit 
Comment;  comments  due 
by  11-24-08;  published  10- 
24-08  [FR  E8-25377] 
Minimum  Capital  Ratios; 

Capital  Adequacy 
Guidelines;  Capital 
Maintenance;  Capital: 
Treatment  of  Certain  Claims 
on,  or  Guaranteed  by, 
Fannie  Mae  and  Freddie 
Mac;  comments  due  by 

11- 26-08;  published  10- 
27-08  [FR  E8-25555] 

Processing  of  Deposit 
Accounts  in  the  Event  of  an 
Insured  Depository 
Institution  Failure: 

Large-Bank  Deposit 
Insurance  Determination 
Modernization;  Limited 
Opportunity  to  Resubmit 


Comment;  comments  due 
by  11-24-08;  published 

10- 24-08  [FR  E8-25376] 
FEDERAL  HOUSING 
FINANCE  BOARD 
Federal  Home  Loan  Bank 

Boards  of  Directors: 

Eligibility  and  Elections; 
comments  due  by  11-25- 
08;  published  9-26-08  [FR 
E8-22659] 

FEDERAL  HOUSING 
FINANCING  AGENCY 

Federal  Home  Loan  Bank 
Boards  of  Directors: 

Eligibility  and  Elections; 
comments  due  by  11-25- 
08;  published  9-26-08  [FR 
E8-22659] 

FEDERAL  RESERVE 
SYSTEM 

Agency  Information  Collection 
Activities;  Proposals, 
Submissions,  and  Approvals; 
comments  due  by  11-24-08; 
published  9-23-08  [FR  E8- 
22258] 

Minimum  Capital  Ratios; 

Capital  Adequacy 
Guidelines;  Capital 
Maintenance;  Capital: 
Treatment  of  Certain  Claims 
on,  or  Guaranteed  by, 
Fannie  Mae  and  Freddie 
Mac;  comments  due  by 

11- 26-08;  published  10- 
27-08  [FR  E8-25555] 

HEALTH  AND  HUMAN 
SERVICES  DEPARTMENT 
Food  and  Drug 
Administration 
Agency  Information  Collection 
Activities:  Proposals, 
Submissions,  and  Approvals; 
comments  due  by  11-24-08; 

•  published  10-23-08  [FR  E8- 
25338] 

HOMELAND  SECURITY 
DEPARTMENT 
Coast  Guard 

Consumer  Price  Index 
Adjustments  of  Oil  Pollution 
Act  of  1990  Limits  of 
Liability  -  Vessels  and 
Deepwater  Ports;  comments 
due  by  11-24-08;  published 

9-24-08  [FR  E8-22444] 
Security  Zones: 

Port  of  Mayaguez;  PR; 
comments  due  by  11-24- 
08;  published  9-23-08  [FR 
E8-22242] 

Potomac  and  Anacostia 
Rivers,  Washington,  DC, 
Arlington  et  al.;  comments 
due  by  11-26-08; 
published  10-27-08  [FR 
E8-25435] 

HOMELAND  SECURITY 
DEPARTMENT 

Privacy  Act  of  1974; 

■  Implementation  of 
Exemptions: 


Department  of  Homeland 
Security  General  Legal 
Records;  comments  due 
by  11-24-08;  published 

10- 23-08  [FR  E8-24997] 
Privacy  Act;  Systems  of 

Records:  comments  due  by 

11-28-08;  published  10-28- 
08  [FR  E8-25612] 

INTERIOR  DEPARTMENT 
Fish  and  Wildlife  Service 
Endangered  and  Threatened 
Wildlife  and  Plants; 
Designating  the  Northern 
Rocky  Mountain  Population 
of  Gray  Wolf  as  a  Distinct 
Population  Segment: 
Removing  this  Distinct 
Population  Segment  from 
the  Federal  List  of 
Endangered  and 
■  Threatened  Wildlife; 
comments  due  by  11-28- 
08;  published  10-28-08 
[FR  E8-25629] 

INTERIOR  DEPARTMENT 
Reclamation  Bureau 
Public  Conduct  on  Bureau  of 
Reclamation  Facilities, 

Lands,  and  Waterbodies; 
comments  due  by  11-24-08; 
published  9-24-08  [FR  E8- 
22423] 

JUSTICE  DEPARTMENT 

FBI  Records  Management 
Division  National  Name 
Check  Program  Section 
User  Fees;  comments  due 
by  11-25-08;  published  9- 

26- 08  [FR  E8-22710] 
LIBRARY  OF  CONGRESS 
Copyright  Office,  Library  of 
Congress 

Fees;  Extension  of  Time  to 
File  Comments;  comments 
due  by  11-24-08;  published 
10-31-08  [FR  E8-26063] 
NUCLEAR  REGULATORY 
COMMISSION 
List  of  Approved  Spent  Fuel 
Storage  Casks;  NAC-UMS 
(Revision  5);  comments  due 
by  11-26-08;  published  10- 

27- 08  [FR  E8-25539] 

SMALL  BUSINESS 
ADMINISTRATION 
Debt  Collection: 

Clarification  of  Administrative 
Wage  Garnishment 
Regulation  and 
Reassignment  of  Hearing 
Official:  comments  due  by 

11- 26-08;  published  10- 
27-08  [FR  E8-25324] 

TRANSPORTATION 
DEPARTMENT 
Federal  Aviation 
Administration 
Airworthiness  Directives: 

Air  Tractor,  Inc.  Models  AT 
200,  AT  300,  AT  400,  AT 
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500,  AT  600,  and  AT  800 
Series  Airplanes; 
comments  due  by  11-24- 
08;  published  10-23-08 
[FR  E8-252861 
Aircraft  Industries  a.s.  (Type 
Certificate  G60EU,  etc.) 
Model  L  23  Super  Blanik 
Sailplane;  comments  due 
by  11-28-08;  published 
10-29-08  (FR  E8-25661] 
Boeing  Model  737-100,  et 
al.;  comments  due  by  11- 
24-08;  published  10-8-08 
[FR  E8-23828] 

Boeing  Model  747-100,  et 
al.;  comments  due  by  11- 
24-08;  published  10-8-08 
[FR  E8-23821] 

Boeing  Model  747 
Airplanes;  comments  due 
by  11-24-08;  published 
10-8-08  [FR  E8-238241  * 
Bombardier  Model  CL  600 
2C10  (Regional  Jet  Series 
700,  701  &  702)  Airplanes 
and  Model  CL  600  2D24 
tRegional  Jet  Series  900) 
Airplanes;  comments  due 
by  11-24-08;  published 
10-23-08  [FR  E8-25309] 
Meetings: 

Proposed  Modification  of 
Dallas/Fort  Worth,  TX 
Class  B  Airspace  Area; 
comments  due  by  11-26- 
08;  published  8-26-08  [FR 
E8-19275] 

Modification  of  Class  D 
Airspace: 

MacDill  AFB,  FL;  comments 
due  by  11-28-08; 


published  10-14-08  [FR 
E8-24109] 

Proposed  Establishment  of 
Special  Air  Traffic  Rule,  in 
the  Vicinity  of  Luke  AFB, 

AZ;  comments  due  by  11- 
25-08;  published  9-26-08 
[FR  E8-22568] 

TREASURY  DEPARTMENT 
Comptroller  of  the  Currency 
Agency  Information  Collection 
Activities;  Proposals, 
Submissions,  and  Approvals; 
comments  due  by  11-24-08; 
published  9-23-08  [FR  E8- 
22258] 

Minimum  Capital  Ratios; 

Capital  Adequacy 
Guidelines;  Capital 
Maintenance;  Capital: 
Treatment  of  Certain  Claims 
on,  or  Guaranteed  by, 
Fannie  Mae  and  Freddie 
Mac;  comments  due  by 
11-26-08;  published  10- 
27-08  [FR  E8-25555] 
TREASURY  DEPARTMENT 
Internal  Revenue  Service 
Regulations  Enabling  Elections 
for  Certain  Transactions 
under  Section  336(e); 
comments  due  by  11-24-08; 
published  8-25-08  [FR  E8- 
19603] 

TREASURY  DEPARTMENT 
Thrift  Supervision  Office 
Minimum  Capital  Ratios; 
Capital  Adequacy 
Guidelines;  Capital 
Maintenance;  Capital; 


Treatment  of  Certain  Claims 
on,  or  Guaranteed  by, 
Fannie  Mae  and  Freddie 
Mac;  comments  due  by 
11-26-08;  published  10- 
27-08  [FR  E8-25555] 
VETERANS  AFFAIRS 
DEPARTMENT 
Presumption  of  Service 
Connection  for  Amyotrophic 
Lateral  Sclerosis;  comments 
due  by  11-24-08;  published 
9-23-08  [FR  E8-21998] 
Vocational  Rehabilitation  and 
Employment  Program; 
Periods  of  Eligibility; 
comments  due  by  1 1  -28-08; 
published  12-30-99  [FR  E8- 
22726] 
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This  is  a  continuing  list  of 
public  bills  from  the  current 
session  of  Congress  which 
have  become  Federal  laws.  It 
may  be  used  in  conjunction 
with  “PLUS”  (Public  Laws 
Update  Service)  on  202-741- 
6043.  This  list  is  also 
available  online  at  http:// 
www.archives.gov/federal- 
register/laws.html. 

The  text  of  laws  is  not 
published  in  the  Federal 
Register  but  may  be  ordered 
in  “slip  law”  (individual 
pamphlet)  form  from  the 
Superintendent  of  Documents, 
U.S.  Government  Printing 


Office,  Washington,  DC  20402 
(phone,  202-512-1808).  The 
text  will  also  be  made 
available  on  the  Internet  from 
GPO  Access  at  http:// 
www.gpoaccess.gov/plaws/ 
index.html.  Some  laws  may 
not  yet  be  available. 

H.R.  6197/P.L.  110-448 

To  designate  the  facility  of  the 
United  States  Postal  Service 
located  at  7095  Highway  57  in 
Counce,  Tennessee,  as  the 
“Pickwick  Post  Office 
Building”.  (Oct.  22,  2008;  122 
Stat.  5013) 
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